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Title  21 — Food  and  Drugs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 
[Docket  No.  76N-0122] 
SUBCHAPTER  D — DRUGS  FOR  HUMAN  USE 

PART  310 — NEW  DRUGS 

SUBCHAPTER  H — MEDICAL  DEVICES 

PART  801 — LABEUNG 

Intrauterine  Contraceptive  Devices; 

Professional  and  Patient  Labeling 

AGENCY:  Pood  and  Drug  Administra¬ 
tion,  HEW. 

ACTION:  Final  rule. 

SUMMARY:  The  Pood  and  Drug  Ad¬ 
ministration  is  establishing  uniform  pro¬ 
fessional  and  patient  labeling  for  intra¬ 
uterine  devices  (lUD’s) .  The  labeling  will 
assist  professionals  and  patients  in  de¬ 
ciding  whether  to  use  an  lUD  for  con¬ 
traception;  it  includes  requirements  for 
instructions  on  insertion  and  usage,  wm- 
traindications,  warnings,  adverse  reac¬ 
tions,  precautions,  side  effects,  and  In¬ 
formation  on  lUD  effectlv^ess. 

EFFECTIVE  DATE:  November  7.  1SI77. 

FOR  FURTHER  INFORMATION  CON¬ 
TACT: 

Device  /UD’s— Robert  Skufca,  Bureau 
of  Medical  Devices  and  Diagnostle 
Products  (HFK-460).  8757  Georgia 
Ave.,  Silver  Spring,  MD  20910  (SOl- 
427-7238). 

Drug  H/D's— -Edwin  M.  Ortiz,  Bureau 
of  Drugs  (HFD-130),  5600  Fishers 
Lane,  Rockville,  MD  20857  (301-44S- 
3490) . 

SUPPLEMENTARY  INFORMATION: 
In  a  notice  published  In  the  Fbdkbal  Rbg- 
ISTEE  of  July  1,  1975  (40  PR  27796),  the 
Commissioner  of  Food  and  Drugs  pro¬ 
posed  to  amend  Chapter  I  of  Title  21  of 
the  Code  of  Federal  Regtilatlons  by  ex¬ 
panding  §  310.502  to  establish  uniform 
professional  and  patient  labeling  for  In¬ 
trauterine  devices.  Interested  persons 
were  given  \mtll  September  2,  1975  to 
submit  written  comments.  In  the  Fed¬ 
eral  Register  of  October  15, 1975  (40  FR 
48362),  the  Commissioner  extended  un¬ 
til  November  14, 1975  the  period  for  com¬ 
menting  on  the  proposaL  Nearly  100  in¬ 
dividuals,  physicians,  trade  associations, 
consumer  groups,  professional  organiza¬ 
tions,  and  local  government  health  de¬ 
partments  commented  on  the  proposaL 
The  comments  primarily  concerned 
the  labeling  directs  to  the  physician 
and  to  the  patient  (the  Patient  Bro¬ 
chure)  .  The  major  Issues  raised  about  la¬ 
beling  directed  to  the  physician  con¬ 
cerned  informed  consent  and  timing  of 
delivery  (whether  the  physician  should 
provide  the  labeling  to  the  patient  be¬ 
fore  the  date  set  for  insertion  or  merely 
before  insertion) .  In  addition,  numerous 
suggestions  concerned  specific  items  in 
the  physician  and  patient  labeling  such 
as  warnings,  side  effects,  contraindica¬ 
tions,  and  insertion  techniques.  Com¬ 
ments  on  labeling  directed  to  the  pa¬ 
tient  ccmcemed  scope,  language,  and  for- 
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mat  of  the  Information.  Both  sets  of 
cmnments  are  addressed  in  more  detail 
below. 

In  this  document,  the  terms  "drug 
lUD’s”  and  “device  IDiys”  are  used  In. 
both  the  preamble  and  the  final  regula¬ 
tion  Itself.  Drug  IDD’s  incorporate 
heavy  metals,  drugs,  or  other  active  sub¬ 
stances  to  increase  the  contraceptive  ef¬ 
fect,  to  decrease  adverse  reactions,  or  to 
proWde  Increased  medical  acceptability. 
Device  lUD’s  are  fabricated  solely  from 
Inactive  materials,  e.g.,  inactive  metals 
or  plastics.  Device  rub’s  may  contain 
substances  added  to  Improve  the  physi¬ 
cal  characteristics  of  the  inactive  metals 
or  plastics  if  the  added  substances  do  not 
contribute  to  contraception  through 
chemical  action  on  or  within  the  body 
and  are  not  dependent  upon  being  me¬ 
tabolized  to  achieve  contraception. 

The  agency’s  policy  of  treating  some 
lUD’s  as  drugs  and  others  as  devices  Is 
imaffected  by  the  revised  definitkm  of 
device  found  in  the  Federal  Food. 
Drug,  and  Cosmetic  Act,  as  amended  by 
the  Medical  Device  Amendments  of  1976 
(Pub.  L.  94-295). 

A  drug  lUD  cannot  be  marketed  imtil 
FDA  approves  a  new  drug  application 
tar  the  product.  Similar  premarket  ap- 
proval  requirements  apply  to  device 
lUD’s  marketed  for  the  first  time  sub¬ 
sequent  to  the  enactment  of  Pub.  L.  94- 
295.  After  a  transitional  period,  device 
lUD’s  on  the  mai^et  before  the  date  of 
enactment  of  Pub.  L.  94-295  may  also  be 
required  to  comply  with  premarket  ap¬ 
proval  requirements. 

The  C(xnmlssl(mer  Is  aware  that 
States  and  their  political  subdivisions 
may  have  requirements  applicable  to  de¬ 
vice  lUD’s  which  are  different  frtMn  or 
In  addition  to  requirements  applicable 
under  the  Federal  Food.  Drug,  and  Cos¬ 
metic  Act  New  section  521  of  the  act  (21 
U.S.C.  360k)  preempts  such  local  re¬ 
quirements  until  such  thne  as  the  Com¬ 
missioner  has  granted  an  exemption 
fnxn  such  preemption  In  response  to  an 
application  for  exemption. 

The  CTommissioner  requests  that  any 
State  or  political  subdivision  thereof, 
which  has  requirements  applicable  to 
device  lUD’s  for  wMch  an  exemption 
from  F^eral  preemption  is  desired,  sub¬ 
mit  an  appllcaticm  for  exemption  to 
FDA  as  required  by  section  521(b)  of  the 
act. 

The  Commissioner  is  revising  S  310.- 
502  (21  CFR  310.502)  to  Indicate  that 
labeling  of  device  lUD’s  is  governed  by 
5  801.425  (21  CFR  801.425).  The  medi¬ 
cal  device  regulations  formerly  imder 
Subchjqjters  A,  C,  and  D  of  Chapter  I  of 
Title  21  were  recodified  under  new  Sub¬ 
chapter  H  (Medical  Devices),  Parts  800 
through  899,  as  published  in  the  Federal 
Register  of  February  13,  1976  (41  FR 
6896),  As  a  result  of  the  recodlfication, 
regulations  pertaining  to  device  lUD’s 
are  now  promulgated  under  Subchapter 
H  (Medical  Devices) ,  and  those  pertain¬ 
ing  to  drug  lUD’s  will  remain  under 
Subchapter  D  (Drugs  for  Human  Use). 
Regulations  that  apply  to  both  drug 
lUD’s  and  device  lUD’s  will  be  in  Sub¬ 
chapter  D  and  Subchapter  H,  respec- 
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tlvely.  Accordingly,  the  final  regulation 
based  on  the  July  1, 1975  prc9X)sal  which 
relates  to  drug  lUD’s  is  set  forth  imder 
I  310502  and  that  which  relates  to  de¬ 
vice  lUD’s  is  set  forth  under  new  5  801.- 
425. 

In  addition,  the  final  regulation  con¬ 
tains  format  changes.  For  example,  in 
the  patient  labeling  information,  the 
headings  “Important  Warnings’’  and 
“Complications’’  are  combined  under  a 
new  section  entitled  “Warnings’’,  and  a 
new  heading  “Special  Warning  about 
Pregnancy  with  an  lUD  in  Place’’  has 
been  added. 

In  preparing  the  final  regulation,  the 
agency  has  considered  a  report  prepared 
under  contract  with  FDA  by  the  Battelle 
Memorial  Institute,  Human  Affairs  Re¬ 
search  Centers,  4000  NE  41st,  Seattle, 
Washington  (Ref.  la).  This  report  is  a 
review  and  analysis  of  the  literature  and 
Journal  articles  on  lUD’s  from  1968 
throui^  August  1975.  References  in  the 
preamUe  are  to  the  Battelle  report,  un¬ 
less  otherwise  noted.  The  first  number  in 
parentheses  references  the  narrative 
material  in  the  report;  the  second  num- 
ber(s)  references  the  appropriate 
page(s)  in  the  bibliography  in  the  report. 

A  summary  of  the  comments  on  the 
proposal  and  the  Commissioner’s  conclu- 
sionsfoDow: 

Labeling  Directed  to  the  Physician 

1.  One  comment  on  “Indications  and 
usage**  for  drug  lUD’s  objected  to  the 
tabulation  of  event  rate  data  (data 
relating  to  termination  of  use  for  four 
specifically  defined  categories)  by  the 
life  table  method  which  is  based  on  the 
results  from  the  number  of  women- 
months  at  12-  and  24-month  intervals  of 
use.  The  comment  argued  that  data  de¬ 
veloped  in  new  studies  after  elapse  of  the 
12-  and  24-month  Intervals  would  render 
obsolete  any  data  that  are  included  in 
the  current  lUD  labeling. 

The  life  tsdile  method  of  calculating 
rates  for  key  events  leading  *^o  discon¬ 
tinuation  was  developed  by  F  otter  and 
Tietae  (Ref.  1) ,  and  it  is  the  basis  for  all 
major  studies  utilizing  contraceptive  use 
effectiveness  data.  The  Commissioner 
does  not  Intend  to  substitute  another 
statistical  approach  at  this  time  because 
he  believes  that  the  life  table  method, 
utilizing  12-  and  24-month  interval  data, 
provides  consistent  and  necessary  pa¬ 
rameters  for  evaluating  key  events,  and 
that  data  obtained  for  these  two  periods 
provide  an  effective  measiu-e  of  con¬ 
traceptive  use  effectiveness.  Manufac¬ 
turers  will  be  responsible  for  ensuring 
that  the  data  used  in  their  labeling  are 
the  latest  available  at  the  time  of  each 
printing,  and  they  will  also  be  responsible 
for  amending  labeling  within  a  reason¬ 
able  time  after  the  development  of  new 
data. 

2.  Contraindications  for  lUD’s  are 
those  situations  in  which  the  product 
should  not  be  used  because  the  risk 
clearly  outweighs  any  possible  benefit.  In 
contrast,  while  precautions  are  appro¬ 
priate  where  there  is  no  absolute  restric¬ 
tion  on  use  of  the  product  with  the  in¬ 
tended  patient,  the  attending  physician 
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k  expected  to  deckle  whether  a  product 
should  be  used  after  eraluatinc  the  tn- 
dividual  patient  CammissloDer  has 
therefore  eliminated  from  the  **Coa- 
tralndlcaUons’*  seetkm  of  the  irtiyalclan 
labeling  c«taln  ctmdltlons  In  which  lUD 
use  may  be  Indicated  following  positive 
treatment  of  the  particular  conditions. 
For  examine,  anemia  la  now  addressed 
In  the  ‘Precautions”  section  (Ref.  la 
(184).  pp.  198-8). 

Four  comments  recommended  that 
adnexal  disease,  Ucomuate  or  septate 
uterus,  history  of  rheiunatlc  heart  dis¬ 
ease,  menorrhagia,  cervical  stenosis, 
heart  disease  with  vcdvular  Involvement, 
abnonnal  ‘Pap”  smear,  and  WUsont 
disease  be  added  to  the  list  of  contrain¬ 
dications. 

Hie  Commissioner  believes  that 
reference  to  a  history  of  repeated  pelvic 
inflammatory  disease  is  more  precise 
than,  and  therefore  preferable  to,  a  ref¬ 
erence  to  ”adnexal”  (uterine  ajipend- 
ages)  disease.  Furthermore,  distortion  of 
the  uterine  cavity,  already  listed  under 
oontralndlcatloDs,  Includes  “bloomuate 
or  septate  uterus”  so  that  these  condi¬ 
tions  need  not  be  specifically  Ikted.  The 
Commissioner  believes  that  menorrhagia 
(excessive  menstual  bleeding)  Is  (mly  a 
contraindication  for  lUD's  In  instances 
where  Its  cause  k  unexplained.  Xlnex- 
plaJned  menorrhagia  Is  already  covered 
by  the  contraindication  for  “Cenltal 
bleeding  of  unknown  etiology.”  Hius.  the 
Commissioner  believes  that  separate  list¬ 
ing  of  menorrhagia  as  a  contralndicatkxi 
k  Inappn^iiate  as  a  contraindication  In 
the  proposed  labeling. 

Hie  Commissioner  believes  that  cervi¬ 
cal  stenosis  (constriction)  is  not  a  oaa- 
trahidlcatlon  to  lOD  use  because  the 
cervix  must  be  sounded  and  often  di¬ 
lated  In  the  nulUparous  patient  before 
Insertion  of  the  lUD.  Therefore,  It  Is  not 
Included  In  the  final  regulation. 

The  Commissioner  agrees  with  the 
comments  that  Wilson’s  disease  should 
be  added  to  the  list  of  contraindications 
for  copper-containing  drug  lUD's  since 
It  k  l^eved  that  Wilson’s  disease  re¬ 
sults  frexn  abnormal  copper  metabolism, 
and  excessive  amounts  of  ooin>er  have 
been  found  in  the  brain,  liver,  and  urine 
of  patients  who  use  c<OT>er-contalnlng 
drug  lUD’s.  For  drug  lUD’s,  known  or 
suspected  allergy  to  copper  Is  retained 
as  a  ccmtralndlcatlon. 

Because  patients  with  valvular  (rheu¬ 
matic)  or  congenital  heart  disease  are 
more  prone  than  patl^ts  without  such 
cardiac  anomalies  to  develop  subacute 
bacterial  endocardltles  (infimatkxi  of  the 
heart) ,  some  researchers  recommend 
that  contraceptives  other  than  lUD’s  be 
used  In  these  patients,  while  others  sug¬ 
gest  that  only  those  with  a  valvular 
heart  disease  who  are  symptomatic  and 
on  therapy  should  be  restricted  to  other 
forms  of  contraceptives. 

The  Commissioner  believes  that  lUD’s 
represent  a  potential  source  of  s^>tlc 
emb^,  which  could  lead  to  death.  In 
patients  with  valvular  or  congoiltal 
heart  disease.  However.  lUD  use  k  not  an 
absolute  restriction  for  these  patients  be¬ 
cause  pregnancy  could  pose  a  greater 


risk  to  them  than  nnya  Accmdlng^. 
the  regulation  requires  a  precaatlmi  on 
use  of  lUD’s  In  patients  with  valvular  or 
congmltal  heart  disease  to  be  provided 
In  physician  label tng  but  does  not  Ikt 
valvular  or  congenital  heart  disease  as 
a  contraindication.  ^ 

’Iho  Cunmksioner  has  determined 
that  If  there  k  susi^clon  of  malignancy 
because  of  an  almormal  ”Piu>”  smear,  a 
definitive  dlagnosk  should  be  made  prior 
to  lUD  use.  Therefore,  he  Includes  under 
tt^  ”Oontralndlcatlons”  section  *Tinre- 
sedved  abnonnal  *Piq>’  smear.” 

S.  Two  comments  on  “Warnings”  In 
the  proposed  professional  lahtihig  ob¬ 
jected  to  the  use  of  the  word  •Tecent”  In 
reference  to  rwrts  Indicating  an  In¬ 
creased  Incidence  of  septic  aborttonta 
patients  becoming  pregnant  with  lUDs 
In  place.  A  comment  on  spontaneous 
abortion  (miscarriage)  suggested  that  a 
statement  be  Included  in  the  labeling  re¬ 
lating  to  an  abortions  (septic  or  other¬ 
wise)  resulting  ftom  lUD  removal  during 
pregnancy. 

The  Commlsslmim'  agrees  that  the 
word  “recent”  k  Inappropriate  since  not 
aU  reported  sq>Uc  abortions  occurred  re¬ 
cently.  Because  the  critical  fact  k  that 
septic  abortions  have  ocemred  In  patteats 
who  become  pregnant  with  lUD’s  In 
place  and  not  when  these  septic  abor¬ 
tions  have  occurred,  the  word  “recent”  k 
deletedJrom  the  final  regulation. 

’The  Commissioner  k  also  reqiilring 
that  the  physician  Utbellng  Include  a 
statement  relating  to  the  risk  of  sponta¬ 
neous  abortions  In  lUD  users  who  become 
pregnant.  Published  data  demonstrate 
that  If  an  lUD  k  left  In  place  In  a  preg¬ 
nant  patient,  the  rate  of  spontaneous 
abortion,  eq)ecially  In  mid-trimester,  k 
greater  when  the  article  k  removed. 
Removal  of  the  lUD  Improves  the 
chances  of  a  live  birth  since  an  lUD 
sometimes  Interferes  with  the  course  of 
pregnancy.  Removal  k  recommended  In 
all  cases  where  the  lUD’s  tall  or  string  k 
visible  at  the  cervix.  If  the  tall  or  string 
k  not  vklble  or  removal  proves  to  be 
difficult,  termination  of  the  pregnancy 
should  be  considered  and  discussed  with 
the  patient  as  an  cg>tion  since.  In  any 
event,  the  attempt  to  remove  the  lUD 
may  imavoidably  result  In  an  abortion. 
The  patl^t  should  also  be  warned  of  the 
Increased  risk  of  sepsk.  If  the  pregnancy 
k  not  terminated.  If.  after  being  offered 
the  opportunity  to  terminate  the  preg¬ 
nancy.  the  patient  elects  to  continue  the 
pregnancy  with  the  lUD  In  idace,  she 
should  be  followed  closely  by  the  physi¬ 
cian  (Ref.  la  (227.  264),  pp.  244-253, 
268-271) . 

4.  ’Three  comments  suggested  that  the 
warning  concerning  ectopic  (outside  the 
uterus)  pregnancy  be  clarified. 

The  commissioner  agrees  that  further 
exjdanatlcm  of  the  signs  and  symptoms  of 
an  ectopic  pregnancy  should  be  addressed 
in  the  warning,  since  manifestations  of 
this  condition  in  association  with  an  lUD 
may  be  unlike  the  symptoms  of  normal 
uterine  pregnancies.  There  are  two  situa¬ 
tions  In  which  a  idiyslclan  should  be 
especially  alert  to  the  possibility  of  ectop¬ 


ic  pregnancy  In  lUD  users:  (1)  patients 
wl^  delayed  menses,  slight  menorrha¬ 
gia,  or  unliateral  pelvic  pain  and  (2)  pa¬ 
tients  who  may  want  to  Interrupt  preg¬ 
nancy  because  of  lUD  failure.  Moreover, 
to  amplify  and  clarify  the  rdationshlp 
between  the  lUD  and  ectopic  pregnancy, 
the  Commlsskmer  k  adding  to  the  final 
regulation  the  requirement  that  the 
labeling  state  that  IlTD  users  who  bec<xne 
pregnant  are  more  likely  to  have  an  ec¬ 
topic  pr^rnancy  than  ixm-IUD  users  and 
that  lUD  users  In  whom  pregnancy  oc¬ 
curs  should  be  carefully  evaluated  for 
the  possibility  of  an  ectopic  pregnancy. 
(Ref.  la  (199).  pp.  244-253). 

5.  Three  comments  expressed  concern 
that  the  proposed  warnings  on  “severe” 
pdvlc  Infection  was  too  limited.  One" of 
these  comments  suggested  that  the  lUD 
should  be  removed  whenever  pelvic  Infec¬ 
tions  occur. 

Because  pelvic  Infection,  Including 
pelvic  tnfiammatory  disease  can  be  seri¬ 
ous  and  can  lead  to  decresused  fertility, 
ectopic  pregnancy,  or  chronic  pelvic 
pain,  the  ChmmksloneT  k  revising  the 
warnings  on  pelvic  Infection  to  be  more 
Informative  to  physicians.  The  Commis¬ 
sioner  has  dtmlnated  the  word  “severe” 
from  the  heading  so  that  all  pelvic  In¬ 
fections.  not  just  severe  ones,  are  ad¬ 
dressed  by  the  warning.  The  proposed 
warning  directed  the  physician  to  re¬ 
move  an  lUD  If  serious  pdvic  Infectlcm 
occurs.  However,  the  Commissioner  is 
aware  that  there  k  no  consensus  regard¬ 
ing  the  removal  of  the  lUD  upon  discov¬ 
ery  of  gmeral  pelvic  Infection  (acute, 
subacute,  or  chronic) .  Thus,  the  Commk- 
sloner  bdleves  that  the  physlcan  may 
decide  what  course  of  actiem  k  appro¬ 
priate  tor  the  patient  (l.e.,  removal  or 
nonremoval) .  The  revised  labeling,  how¬ 
ever,  suggests  the  advkablllty  of  anti¬ 
biotic  treatment  following  appropriate 
bMterlologlcal  studies.  If  the  Infection 
does  not  respond  to  antibiotic  treatment 
within  24  to  48  hours,  the  physician 
should  remove  the  lUD  and  reassess  the 
advkablllty  of  continuing  treatment 
based  on  the  culture  and  sensitivity  re¬ 
ports  (Ref.  la  (234,  236,  240),  pp.  244- 
253). 

6.  Two  comments  suggested  that  a  dis¬ 
cussion  of  migration  and  onbedment  of 
an  rUD  be  Included  under  “Warnings.” 

Perforation  k  broadly  defined  as  the 
complete  or  partial  positioning  of  the 
lUD  through  the  uterine  wall  Including 
the  cervix  and  has  been  included  under 
the  “Warnings”  and  “Adverse  Reactions” 
sections.  ’The  term  “perforation,”  which 
k  used  In  . the  regulation,  k  an  inclusive 
term  and  k  the  most  comnumly  used 
term  to  denote  the  change  in  relationship 
of  the  lUD  to  the  uterus.  The  term  “mi¬ 
gration”  k  Imprecise,  and  the  Commis¬ 
sioner  finds  that  It  cannot  be  defined  for 
purposes  of  thk  regulation.  Hie  Ccmi- 
mksloner  agrees  that  the  tmn  “embed¬ 
ment”  k  dktlngukhable  from  “perfora¬ 
tion”  and  k  Including  It  under  the  “Ad¬ 
verse  Reactions”  and  “Warnings” 
sections. 

7.  One  comment  recommended  that  a 
dkcusslim  of  the  possibility  of  expulslcm 
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or  displac^ent  of  an  lUD  be  included 
under  “Warnings.” 

The  Commissioner  considers  the  possi¬ 
bility  of  expulsion  of  an  lUD  a  serious 
risk  that  should  be  addressed  in  the  final 
regulaticm  as  suggested.  However,  he 
finds  it  more  appropriate  to  refer  to  this 
matter  under  “Precautions”  and  “Ad¬ 
verse  ReactiMis”  than  under  “Warn¬ 
ings,”  since  “Warnings”  addresses  (mly 
the  most  serious  of  possible  adverse 
effects.  Therefore,  the  final  regulation  is 
amended  under  “Precautions”  to  state 
that.  “Since  expulsion  is  possttde  with 
lUD  use.  patients  should  be  reexamined 
and  evaluated  shortly  after  the  first  post¬ 
insertion  menses,  but  definitely  within  3 
months  after  Insertion.  Thereafter,  pa¬ 
tients  should  have  a  routine  medical  ex¬ 
amination.” 

The  term  “displacement”  is  Imprecise 
and  will  not,  therefore,  be  used  in  the 
labeling. 

8.  One  comment  requested  the  deletion 
from  the  “Warnings”  section  concerning 
copper-containing  lUD’s  of  the  state¬ 
ment  that  “minute  amounts  of  confer 
may  cause  hemolysis  in  patients  with  a 
deficiency  of  glucose  6-pho6phate  de¬ 
hydrogenase”  on  the  grounds  that  the 
amoimt  of  copper  released  into  the  sys¬ 
tem  is  too  insignificant  to  produce 
hemolysis. 

The  Commissioner  agrees  that  the 
statement  is  not  supported  by  available 
data,  and  he  therefore  is  deleting  it  from 
the  “Warnings"  section. 

Distribution  or  Labeling  to  Patients 

9.  A  number  of  commits  expressed 
concern  over  when  the  lUD  patient  Bro¬ 
chure  should  be  given  to  a  patient.  The 
preamble  of  the  proposal  stated  that 
“prior  to  the  date”  scheduled  for  inser¬ 
tion  of  the  lUD  the  physician  must  sup¬ 
ply  the  patient  with  a  Patient  Brochure 
so  that  she  has  adequate  time  to  read 
the  labeling.  The  proposed  regulation, 
however,  stated  that  “prior  to  insertion,” 
the  physician  must  provide  the  patient 
with  a  Patient  Brochure,  smd  that  the 
patient  must  be  given  adequate  time  to 
read  the  labeling  in  advance  of  the  time 
scheduled  for  insertion  of  the  lUD.  Five 
comments  objected  to  providing  the  pa¬ 
tient  with  a  Patient  Brochure  “prior  to 
the  date”  scheduled  for  insertion.  One 
comment  stated  that  to  require  a  patient 
to  return  to  the  physician’s  office  at  least 
1  day  after  she  has  decided  to  use  an 
lUD  is  unfair  to  the  woman  and  the 
physician.  Another  comment  indicated 
that  if  the  Patient  Brochure  must  be 
provided  during  an  appointment  prior 
to  the  date  of  insertion,  the  numb^  of 
patients  who  do  not  return  and  become 
pregnant  after  the  first  appointment 
would  be  significant.  One  comment  stated 
that  the  intention  of  the  lUD  labeling 
regulation  should  not  be  to  require  double 
visits,  thereby  Increasing  the  cost  to  the 
patient.  The  comments  were  in  general 
agreement,  howevn*,  that  a  patient 
should  have  an  opportunity  prior  to  in¬ 
sertion  to  read  the  Patient  Brochure  and 
discuss  any  questions  she  may  have  with 
a  physician. 


The  Commissioner  agrees  that  the  pa¬ 
tient  should  be  provided  with  the  bro¬ 
chure  “prior  to  Insertlcm.”  The  Com¬ 
missioner  does  not  believe  that  it  is  es¬ 
sential  that  the  brcxhure  be  provided  at 
otn  ^q  9UO  oq)  ttein  Jan-ns  ^9^  « 
physician  and  patient,  for  c^mslderation 
of  Insertlcm.  He  does,  however,  believe 
that  the  patient  should  have  adequate 
time  to  read  the  brcxhure  and  discuss 
any  questions  with  the  ihysiclan  before 
making  a  final,  informed,  and  raticmal 
declslcm  to  use  an  lUD,  and  this  was  ttie 
intent  of  the  proposal.  It  is  therefore 
highly  desirable,  although  not  required, 
that  the  patient  receive  the  brochure  cm 
a  date  earlier  than  the  date  set  for  in¬ 
sertion.  However,  the  Commisslcmer  did 
not  Intend  to  recpilre  that  the  patient 
visit  the  physlclan.twice,  cmce  to  receive 
the  brochure  and  again  to  have  the  lUD 
Inserted.  He  believes  that  the  term  “prior 
to  insertlcm”  indicates  it  is  permisslUe. 
though  less  desirable,  for  the  patient  to 
be  provided  the  binchure  the  same  day 
that  she  bbtalns  the  lUD. 

To  maximize  the  availability  of  the 
Patient  Brochure  to  prospective  lUD 
users,  and  to  make  it  more  llkdiy  that  a 
patient  has  obtained  and  read  the  bro¬ 
chure  prior  to  Insotlon,  the  Commission 
recommends  that  the  following  methods 
be  used  to  disseminate  the  brochure: 

a.  The  patient  may  be  provided  the 
Patient  Brochure  (and  Information 
about  any  other  available  birth  ^ntrol 
method)  during  a  routine  visit  to  a 
physician  or  a  trained  health  profes¬ 
sional,  especially  when  the  patient  re¬ 
quests  information  on  lUD’s  cm*  birth 
control  in  general. 

b.  The  patient  could  pick  up  the  bro- 
chme  at  the  physician’s  office  without 
being  examined  by  the  physician.  This 
would  not  require  use  of  a  plu^slclan’s 
time  and  would  not  constitute  a  formal 
visit  to  the  physician. 

c.  A  copy  of  the  brochure  could  be 
mailed  to  the  patient  frcxn  the  physi¬ 
cian’s  office. 

To  encourage  adequate  dissemination 
of  the  Patient  Brochure,  it  should  be  im- 
derstood  by  manufacturers  that  the  bro¬ 
chure  must  accompany  each  lUD  but 
must  be  packeiged  separately  from  the 
sterile  package  itself.  This  requir^ent 
is  added  to  the  final  regulation. 

10.  Two  comments  concerning  the 
“Precautions  and  routine  examinations” 
section  recommended  that  in  addition  to 
physicians,  other  appropriately  trained 
health  professionals  be  allowed  to  dis¬ 
seminate  IDD  information  to  the  patient. 

The  Commisstoner  agrees  with  this 
recommendation.  The  final  regulation  is 
amended  under  the  “Patient  counseling” 
portion  of  the  “Precautions”  section  to 
include  a  broader  segment  of  the  health 
commimity,  including  nurses  and  other 
trained  health  professionals  in  the  dis¬ 
semination  of  lUD  information.  This  will 
ensure  that  more  prospective  lUD  users 
are  given  access  to  the  necessary  patient 
Information  to  allow  them  to  make  more 
Informed  judgments  regarding  lUD  use. 

11.  The  proposal  stated  that  the  physi¬ 
cian  should  discuss  fully  the  informa¬ 


tion  in  the  Patient  Brochure  with  the 
patient,  as  well  as  other  means  of  con¬ 
traception.  and  obtain  the  patient’s 
consent.  The  proposal  provided  that  if 
a  patient  is  not  competent  to  give  in¬ 
formed  consult,  her  parent  or  guardian 
must  be  provided  with  the  information 
necessary  to  decide  on  behalf  of  the  pa¬ 
tient.  Under  the  proposal,  the  consent 
could  be  oral  or  written;  if  oral,  a  noti¬ 
fication  in  the  patient's  record  was 
recommended. 

The  portion  of  the  proposal  concern¬ 
ing  informed  consent  elicited  13  com¬ 
ments.  Four  comments  generally  ap¬ 
proved  of  the  informed  consent  provi¬ 
sions,  while  nine  comments  opposed  such 
provisions  as  not  being  appropriate  in 
lUD  labeling  regulations.  Comments  in 
support  of  the  Informed  consent  provi¬ 
sions  suggested  that,  without  enforce¬ 
ment  by  FDA,  it  is  a  hollow  requlre- 
moit.  It  was  suggested  that  procedures 
be  estaUlshed  to  monitor  compliance 
with  InfCHrmed  consent  provisions  and 
that  violators  be  prosecuted.  It  was  also 
suggested  that  physicians’  records  be 
periodically  reviewed  by  lUD  manufac¬ 
turers  or  the  government  to  ensure  com¬ 
pliance  with  the  provisions.  Physicians, 
according  to  the  cimiment,  should  keep 
records  documenting  the  consent 
whether  it  Is  oral  or  written.  Moreover, 
it  was  suggested  that  witnesses  should 
be  required  to  sign  consent  forms  that 
would  then  become  part  of  the  record. 

CTmnments  opposing  the  proposed  in¬ 
formed  consmt  provisions  argued  that 
such  a  requirement  is  not  proper  for  an 
PT>A  package  insert  requirement.  It  was 
stated  that  supplying  appropriate  infor¬ 
mation  to  the  patient  and  obtaining  her 
ccmsent  to  a  particular  medical  proce¬ 
dure  is  a  basic  part  of  good  medical 
practice.  It  was  suggested  that  by  requir¬ 
ing  Informed  consent.  FDA  would  be  in¬ 
terfering  with  the  practice  of  medicine 
and  infringing  upon  the  physician- 
patient  relationship.  One  comment  sug¬ 
gested  that  FDA  does  not  have  the  au¬ 
thority  to  impose  on  physicians  an 
Informed  consent  provision,  regardless  of 
its  form  or  ccmtent,  except  where  an 
investigatlimal  procedure  is  used. 

The  Commissioner  has  carefully  con¬ 
sidered  the  comments  on  the  informed 
consent  issue.  He  concludes  that  the 
final  regulation  should  not  mandate  a 
formal  consent  procedure.  However,  he 
believes  it  is  incmnbent  upon  the  attend¬ 
ing  physician  to  offer  the  same  type  of 
patient  information  as  would  be  given  in 
any  other  comparable  medical  procedure. 
The  Commissioner  concludes  that  the 
patient’s  interests  will  be  adequately 
protected  by  expanded  requirements  to 
ensure  that  the  prospective  lUD  user  is 
provided  full  Information  about  mar¬ 
keted  lUD  products.  Of  course,  formal 
informed  consent  in  accordance  with 
S  310.102  is  required  for  use  of  an  investi¬ 
gational  drug  lUD  and  will  be  required 
in  Investigational  studies  of  device  lUD's 
when  proposed  regulations  published  in 
the  Federal  Register  of  August  20,  1976 
(41  FR  35282)  become  effective. 
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Ttie  primary  purposes  of  lUD  labeling; 
are  to  provide  physlclazis  and  patients 
wltb  adequate  Information  so  that  pa¬ 
tients  ma-kp  an  Informed  choice 
whether  to  use  an  IDD,  and  so  that  lUD's 
can  be  used  In  a  safe  and  effective  man¬ 
ner.  The  final  regulation  accomplishes 
this  by  requiring  detailed  Information 
about  lUD’s  to  accompany  every  lUD. 
and  also  by  requiring  lAyslcians  to  give 
patients  time  to  read  lUD  InformaticMi 
so  they  can  make  a  more  informed  Judg¬ 
ment  about  lUD  use. 

Whether  or  not  FDA  were  to  Include 
an  informed  consent  provision  in  lUD 
labeJlng  regulations,  physicians  nonethe¬ 
less  have  a  duty  under  the  law  most 
States  to  disclose  affirmatively  to  patloits 
all  known  material  risks  or  dangers  re¬ 
garding  medical  procedures.  Moreover, 
recent  cases  indicate  a  tr^d  toward  re¬ 
quiring  both  manufactiuwrs  and  i^sl- 
clans  to  provide  complete  information  to 
patients  relating  to  all  known  or  pot^- 
tlal  risks  associated  with  medical  i»od- 
ucts  and  for  physicians  to  obtain  con¬ 
sent. 

12.  Two  conunents  on  patient  examina¬ 
tion  prior  to  Insertion  suggested  the  test 
for  all  forms  of  venereal  disease  be  per- 
f(Mrmed.  not  slmidy  a  culture  for  gonor¬ 
rhea  as  indicated  in  the  proposed  regula¬ 
tion. 

The  Commissioner  agrees  that  imder 
certain  circumstances  (e.g..  known  con¬ 
tact  with  a  syphilitic) .  the  patient 
should  be  tested  for  other  forms  of  ve¬ 
nereal  disease  as  well  as  for  gonorrhea. 
Therefore,  the  Commissioner  Is  amend¬ 
ing  the  final  regulation  under  “Precau¬ 
tions’'  to  require  that  prior  to  insertion, 
a  pdvlc  examination,  “Pap”  smear, 
gonorrhea  culture,  and  if  indicated,  ap¬ 
propriate  tests  for  other  forms  of  ve¬ 
nereal  disease  should  be  d(me  (Ref.  la, 
(181-192),  pp.  193-195). 

13.  Two  (KHnments  recommended  that 
a  statement  on  uterine  sounding  with  re¬ 
spect  to  depth  be  included  in  the  final 
regulation.  It  was  noted  that  an  IDD  is 
more  likely  to  be  expelled  when  the 
uterine  cavity  is  less  than  6.5  centimeters 
(cm)  deep. 

Ihe  Commissioner  agrees  with  the 
comment,  and  he  is  amending  the  final 
regulation  under  “Precautions*’  to  Indi¬ 
cate  that  the  Insertion  of  an  lUD  Into  a 
uterine  cavity  measuring  less  thnji 
cm  may  Increase  the  incidence  of  expul¬ 
sion,  bleeding,  and  pain  (Ref.  la,  (183) 
pp. 193-195) . 

14.  One  comment  suggested  that  It  is 
unfair  to  require  inappropriate  an  inap¬ 
plicable  statements  to  be  included  In  the 
labeling  of  products  to  which  the  state¬ 
ment  has  only  “tangential”  relevance. 
The  sectiCHi  “Continuation  and  removal” 
and  portions  of  the  secticm  on  “Insertion 
technique,”  for  example,  may  not  apply 
to  all  devices. 

The  Commissioner  agrees  that  specific 
lnstructi(ms  for  contlniuitlon  and  re¬ 
moval  and  insertion  techniques  are  best 
left  to  the  manufacturer.  Therefore,  in¬ 
formation  on  specific  Insertion  techniques 
f onnatlan  on  the  need  periodically  to  re¬ 
move  a  particular  device  will  be  under 


the  heading  “Directions  for  Use”  with 
specific  w<»dlng  to  be  developed  by  the 
manufacture’.  It  is  generally  suggested 
that  whenever  possible  an  lUD  should  be 
inserted  during  a  menstrual  period  be¬ 
cause  the  cervical  canal  is  more  open  at 
this  time  than  at  c^er  times  during  the 
cycle  and  because  the  possibility  of 
pregnancy  is  reduced.  Accordingly,  the 
warning  concerning  insertion  of  tJ^  de¬ 
vice  during  the  menstrual  period  will  re¬ 
main  in  the  physician  labeling.  The  CTom- 
mlssloner  realizes  that  a  woman  may 
menstruate  and  yet  be  pregnant  and 
that,  as  a  result.  Insertion  of  an  lUD  is 
ultimately  a  matter  of  medical  Judgment 
(Ref.  la,  (181-192),  pp.  193-195). 

General  information  on  continuation 
and  removal  regarding  such  matters  as 
insertion  during  the  menstrual  period, 
anemia,  pelvic  infection,  pregnancy, 
uterine  or  cervical  malignancy,  and  In¬ 
sertion  of  an  lUD  In  uterine  cavities 
smaller  than  6.5  cm  are  now  treated  un¬ 
der  other  sections  of  the  labeling  s\ich 
as  "Precautions.” 

The  Commissioner  has  simplified  the 
format  of  the  proposed  regulation  sec¬ 
tion  headed  “Precautions  and  routine  ex- 
amlnatlcms”  which  included  “Insertion 
Technique."  Now  the  “Precautions”  sec¬ 
tion  of  the  labeling  contains  necessary 
information  on  any  q^eclal  care  to  be 
exercised  by  the  practitioner  for  safe 
and  effective  use  of  lUD’s.  In  addition 
to  what  was  proposed,  there  Is  now  a 
precaution  suggesting  that  a  complete 
medical  history  germane  to  lUD  selec¬ 
tion  be  taken;  a  precaution  on  the  use 
of  medical  diathermy  (replacing  the  pro¬ 
posed  warning  on  microwave  therapy,  a 
form  of  medical  diathermy) ;  a  separate 
section  on  bleeding  mnblems  related  to 
anemia;  and  a  section  on  Instructions 
to  the  patient 

16.  One  comment  suggested  that  the 
discussion  of  mmiorrhagla  (excessive 
bleeding)  or  metronhagla  (uneven 
bleeding)  producing  anemia  imder  ‘Tle- 
qifirements  for  continuation  and  remov- 
id”  be  limited  to  Indicate  that  medical 
removal  of  an  lUD  should  occur  only 
when  there  Is  prolonged  or  recurrent 
menorrhagia  or  metrorrhagia. 

The  Commissioner  is  revising  the 
labeling  with  respect  to  anemia  and  oth¬ 
er  blood  related  i»*oblems.  The  “Precau¬ 
tions”  section  In  the  labeling  will  Indi¬ 
cate  that  lUD’s  should  be  used  with  cau- 
tkm  In  patients  who  have  anemia  or 
a  history  of  menorrhagia  or  hyper- 
menorrhea,  and  that  patients  experienc¬ 
ing  menorrhagia  or  metrorrhagia  follow¬ 
ing  lUD  Insertion  may  develop  hy¬ 
pochromic  microcytic  anemia  (Iron 
deficiency  anemia). 

The  labeling  will  also  suggest  that 
lUD’s  be  used  with  caution  In  patients 
receiving  antlcoagiUants  or  having  a 
coagukKMithy  because  such  patients  may 
be  predisposed  to  greater  uterine  bleed¬ 
ing  than  patients  not  receiving  anticoag¬ 
ulants  or  having  coagulation  therapy 
(Ref.  la,  (214-220) .  n>.  244-253) . 

17.  Two  comments  suggested  that  ssm- 
cope  (fainting)  be  added  to  the  list  of 
adverse  reactions. 


The  Commissioner  agrees  with  the 
conunent  because  syncope  msiy  be  sm- 
ticlpated  during  manipulation  of  the 
cervix  during  IDD  Insertion  or  removal. 
Accordingly,  and  In  light  of  recent  in¬ 
formation,  the  Commissioner  adds  both 
to  the  “Precautions”  section  and  to  the 
“Adverse  Reactions”  section.  “Syncope, 
bradycardia  (slowness  of  the  pulse),  or 
other  neurovascular  episodes”  (Ref.  1. 
(200-1),  pp.  244-53). 

Othes  Chances  in  Labei.ing 
Requieements 

In  addition  to  the  changes  made  above 
in  response  to  comments,  the  Commis¬ 
sioner  Is  changing  the  labeling  with 
respect  to  the  recommended  timing  of 
a  patient’s  first  postinsertion  visit. 

The  proposal  stated  that  the  visit 
should  occur  within  S  months  postinser- 
tlon.  Since  expulsion  occurs  most  fre¬ 
quently  prior  to  the  first  postinsertion 
menses,  the  Ccmunlssloner  Is  amending 
the  “Precaution”  m  the  irtiysldan’s 
labeling  and  “Directions  for  Use”  In  the 
patient  labeling  to  suggest  an  examina¬ 
tion  soon  after  the  next  menstrual  period 
but  no  later  than  S  months  after  In¬ 
sertion  (Ref.  la,  (2340),  p.  477). 

The  Commissioner  has  added  “frag¬ 
mentation  of  the  IDD”  to  the  Ust  of  “Ad¬ 
verse  Reactions”  because  of  several  re¬ 
ports  In  the  literature  'which  Indicate  a 
breakdown  of  IDD  composition  in  the 
uteri  of  a  -"ttnau  number  of  women  (Ref. 
la.  (1227,  1790,  2072).  pp.  417,  447,  462). 

Section  310J502  contains  Information 
on  IDD’s  which  pertains  only  to  drug 
lUD’s.  In  addlticm  to  tiiose  already  dis¬ 
cussed  In  the  preamble,  a  number  of 
other  potential  sources  of  danger  have 
been  reported  In  the  literature. 

Under  "Warnings,”  the  Commissioner 
adds  the  statement,  “Long-term  effects 
on  the  offspring  when  pregnancy  occius 
with  (name  of  drug  IDD)  hi  place  are 
unknown.” 

Also  imder  "Warnings”  is  added  a 
statement  Indicating  that  systemically 
administered  sex  steroids.  Including  pro¬ 
gestational  agents,  have  been  associated 
with  an  Increased  risk  of  congenital 
anomalies.  It  Is  not  known  whether  such 
anomalies  could  occur  with  a  proges¬ 
terone-containing  IDD  hi  place;  how¬ 
ever,  with  the  recent  approval  of  a  pro¬ 
gesterone-containing  IDD  by  PDA.  the 
Commissioner  believes  such  Information 
Is  Important. 

A  report  has  appeared  in  the  literature 
suggesting  that  a  copper  Induced  urti¬ 
carial  allergic  skin  reaction  developed  in 
a  woman  wearing  a  copper-containing 
IDD.  The  Commissioner  believes  that  if 
symptoms  of  such  an  allergic  response 
should  occur,  the  patient  should  be  in¬ 
structed  to  t^  the  consulting  physician 
that  a  copper -containing  IDD  is  being 
worn.  Reference  to  the  urticarial  allergic 
reaction  is  made  under  both  “Precau¬ 
tions”  and  “Adverse  Reactions.” 

For  copper-containing  lUD’s  the 
Commissioner  adds  both  to  the  “Precau¬ 
tions”  and  to  the  "Adverse  Reactions” 
sections  a  vascular  reaction  of  the  skm 
called  a  “urticaria)  allergic  skin  reac- 
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tion.”  which  has  been  reported  in  the 
literature. 

In  the  physician’s  labeling  under  “Di¬ 
rections  fcK*  Manufacturers,”  the  Com¬ 
missioner  is  requiring  the  manufitcturer 
to  indicate  whether  or  not  his  article 
must  be  replaced  every  year  or  so  in  or¬ 
der  that  the  patient  continue  to  be  pro¬ 
tected  from  pregnancy.  This  informa¬ 
tion  is  now  required  under  “Continuation 
and  Removal”  for  the  patient  labeling. 

Contents  op  Labeling  Directed^ to  the 
Patient 

18.  One  comment  suggested  that  for 
clarity  the  labeling  directed  to  the  pa¬ 
tient  be  revised  to  provide  separate  pre¬ 
insertion  and  postinsertiim  information. 

The  Commissiwier  agrees  with  the 
comment  and  has  determined  that  the 
Patient  Brochure  will  contain  both  pre¬ 
insertion  and  postinsertion  information 
separately  identified.  The  brochure  is  to^ 
be  made  available  to  the  patient  prior 
to  insertion  and  must  be  packaged  sep¬ 
arately  from  the  sterile  lUD  packaging. 
To  maximize  the  opportunity  for  every 
interested  patient  to  receive  the  bro¬ 
chure,  manufacturers  must  recognize 
the  necessity  of  printing  and  shipping 
labeling  brochures  in  quantities  greater 
than  the  number  of  lUD’s  manufactured 
and  shipped.  The  Commissioner’s  au¬ 
thority  under  sections  502(f),  505,  520 

(e)  and  701(a)  of  the  Federal  Pood, 
Drug,  and  Cosmetic  Act  (21  U.S.C.  352 

(f) ,  355,  360j(e),  and  371(a) )  is  the  basis 
for  such  a  requirement. 

19.  One  comment  referring  to  the  sec¬ 
tion  on  general  information  argued  that 
the  statement,  “Your  doctor  can  explain 
how  the  lUD  and  other  forms  of  contra¬ 
ception  prevent  you  from  becoming  preg¬ 
nant  and  can  tell  you  about  any  risks 
you  take  in  using  them,”  is  inappropriate 
because  the  precise  mechanism  of  lUD’s 
in  preventing  pregnancy  has  not  been 
definitely  determined.  ’The  comment  fur¬ 
ther  stated  that  since  all  known  risks 
cannot  be  foreseen,  and  an  possible  risks 
cannot  be  determined  for  any  device  or 
drug,  the  phrase  “any  risks”  is  too  brocto. 

The  Commissioner  agrees  with  the 
comment  and  has  reidirased  the  sen¬ 
tence  in  a  new  introductory  paragraph 
to  recommend  that  the  patient  should, 
prior  to  deciding  on  a  method  of  birth 
ccmtrol,  discuss  with  the  lAiyslcian  any 
questions  she  may  have  about  the  lUD 
or  other  methods  of  contraception. 

20.  Two  comments  addressed  the 
phrase  “range  of  effectivoiess  percent” 
under  “CJeneral  Information.”  One  com¬ 
ment  suggested  that  the  mathematical 
rating  for  lUD’s  is  questlcmable  as  a 
statistical  approach  for  lay  use.  Anoth^ 
comment  suggested  that  in  addltlcm  to 
pregnancy  rate,  additional  data  relating 
to  continuation  and  safety  should  be  In¬ 
cluded  in  the  Patient  Brochure. 

’Die  Commissioner  agrees  that  in  ad¬ 
dition  to  the  pregnancy  rate,  the  other 
data  that  would  be  meaningful  to  the 
patient  and  should  be  included  are  dis- 
ccmtinuation  rates  and  advise  reactions 
data  relating  to  required  medical  re¬ 
moval.  These  flgiues  should  be  expressed 


in  terms  of  a  figure  per  100-woman-years 
of  use.  This  information,  the  Commis¬ 
sioner  believes,  will  be  important  in  help¬ 
ing  the  patient  select  or  reject  a  particu¬ 
lar  lUD.  He  therefore  has  required  inclu¬ 
sion  of  this  InfcHination  in  the  Patient 
Brochure  under  “Use  Effectiveness.”  He 
notes,  however,  that  this  particular  in¬ 
formation  varies  for  each  particular  lUD 
and  therefore  will  be  different  for  each 
product’s  brochure. 

21.  One  comment  stated  that  the 
phrase  “certain  types  of  IDD’s  must  be 
replaced  periodically”  should  be  revised 
to  incorporate  a  statement  that  informs 
the  patient  whether  the  specific  lUD 
referred  to  in  the  Patient  Brochure  is  one 
which  must  be  replaced  periodically. 

The  Commissioner  agrees  with  the 
comment,  but  will  under  a  new  section  in 
the  final  regulation  (“Directions  for 
Use”)  require  the  manufacturer  to  supp>ly 
his  own  information  on  the  time  interval 
for  replacement  and  removal. 

22.  One  comment  suggested  that  the 
statement  appearing  under  the  heading 
“Checking  your  lUD”  that  “If  you  can 
feel  the  thread,  you  know  the  lUD  is  in 
place  and  working”  is  misleading  because 
presence  of  the  tail  does  not  necessarily 
mean  that  there  is  no  perforation  or  that 
a  pregnancy  has  not  occurred.  Reference 
was  made  to  the  statement  in  the  physi¬ 
cian’s  labeling  that  pregnancy  can  occur 
with  an  lUD  in  place. 

The  Commissioner  agrees  that  the 
referenced  stat^ent  could  be  misleading. 
Therefore,  the  final  regulation  has  been 
revised  under  “Directions  for  Use”  to  in¬ 
dicate  that  if  the  patient  can  feel  the 
thread,  it  is  likely  that  the  lUD  is 
working. 

23.  In  the  proposal  under  the  heading 
“Checking  your  lUD”  the  patient  is  swi- 
vised  that  if  she  thinks’ the  lUD  has  come 
out,  she  should  use  another  birth  control 
method  such  as  vaginal  foam  and  con¬ 
doms  (rubbers)  until  she  can  be  checked 
by  her  physician.  One  cmnment  suggested 
in  this  light  that  vaginal  cresun  and  vag¬ 
inal  jelly  should  also  be  listed  as  alter¬ 
nate  means  of  birth  control  in  this  type 
of  situation. 

The  CcMiunissioner  agrees  with  the  sug¬ 
gestion  and  is  amending  the  final  regula¬ 
tion  to  include  contraceptive  creams, 
jellies,  and  foams.  The  Cmnmlssloner  is 
also  adding  the  statement  that  these 
alternative  methods  are  not  as  effective 
in  preventing  conception  as  the  lUD  (Ref. 
la,  (234),  p.  477). 

24.  F’ive  ccunments  indicated  that  the 
Patient  Brochure  should  contain,  in  lay 
language,  all  the  information  Including 
warnings,  indications,  contraindications, 
side  effects,  and  adverse  reactlcms  con¬ 
tained  in  the  i^sician  labeling. 

’Ihe  Commissioner  beeves  that  the 
labeling  directed  to  the  patimt  should  be 
comprehensible  to  as  large  a  segment  oi 
the  population  as  possiUe.  Ihe  Commis¬ 
sioner  finds  that  only  by  including  in  the 
Patient  Brochiu«  most  of  the  Informa¬ 
tion  fotmd  in  the  Physician  T labeling,  but 
written  in  lay  language,  will  labdtng 
meet  requirements  for  comprehensibility 


and  completeness.  If  because  of  compre¬ 
hensiveness,  a  patient  may  not  under¬ 
stand  a  particular  complication  or  side 
effect,  the  i^siclan  can  explain  it  to  her. 

The  Commissioner,  therefore,  is  adding 
to  the  Patient  Brochure  all  the  informa¬ 
tion  necessary  for  the  patient  to  make  an 
intelligent  decision  regarding  lUD  use 
and  continuation,  including  a  more  de¬ 
tailed  summary  of  clinical  trials  with  the 
lUD  than  was  proposed  and  a  list.  In  lay 
language,  of  all  Imown  risks  that  have 
been  associated  with  lUD’s. 

The  Commissioner  has  divided  the  Pa¬ 
tient  Brochure  into  two  sections:  “Prein¬ 
sertion  Information’*  and  “Postinsertion 
InformatlMi.”  Under  “Preinsertion  In¬ 
formation,”  the  section  “What  you  should 
tell  your  doctor”  has  been  exi>anded  to 
include,  among  other  aspects  of  patient 
history,  prior  uterine  surgery,  allergy  to 
copper  (for  drug  lUD’s),  heart  disease, 
and  heart  murmur.  A  new  section  on  “Ad¬ 
verse  Reactions”  sets  forth  in  lay  terms 
what  is  found  under  adverse  reactions  in 
the  physician  labeling.  Preceding  “Post¬ 
insertion  Information,”  the  Commis¬ 
sioner  has  provided  an  introductory  para¬ 
graph  advising  patients  to  read  Oie  bro¬ 
chure  and  to  disciiss  it  with  their  physi¬ 
cians.  In  the  section  “Directions  for  Use” 
under  “Checking  your  lUD,”  the  Com¬ 
missioner  has  expanded  the  paragraph 
dealing  with  “When  to  check  for  the 
thread”  to  indicate  that  it  should  be  done 
after  each  menstrual  period  and  to  ad¬ 
vise  the  patient  to  make  sure  that  the 
lUD  threEid  is  high  in  the  vagina. 

’The  section  headings  in  the  proposal. 
“Important  warnings”  and  “Complica¬ 
tions,”  are  combined  in  the  final  regula¬ 
tion  imder  the  new  section  headed 
“Warnings.”  Under  “Warnings,”  the 
paragraph  entitled  “Tail  or  thread  dis¬ 
appearance”  indicates  that  if  the  thread 
cannot  be  felt,  it  is  possible  that  perfora¬ 
tion  has  occurred.  Ihis  possibility  was  not 
described  in  the  proposal.  The  Commis¬ 
sioner  is  also  adding,  to  conform  with  the 
physician  labeling,  the  warning  that  a 
patient  using  a  metal  lUD  should  not 
imdergo  medical  diathermy  treatments 
including  short  wave  and  microwave 
(Refs.  2  and  3) . 

25.  One  comment  regarding  “Side 
effects”  suggested  low  backache  may  oc¬ 
cur  intermittently  for  several  months  or 
during  the  mtire  time  the  lUD  is  in  place 
and  should  be  listed  therefore  under 
“Complications.” 

The  Commissioner  agrees  that  “back¬ 
ache”  should  be  Included  in  the  Patient 
Brochure  but  has  listed  it  imder  “Ad¬ 
verse  Reactions”  in  the  final  regulation 
rather  than  in  “Complications”  (now' 
“Warnings”) . 

26.  One  comment  objected  to  includ¬ 
ing  vmereal  dlsbase  as  a  complication 
occurring  with  the  use  of  an  lUD. 

The  Commissioner  agrees  that  vene- 
real  disease  Is  not  a  direct  complication 
of  lUD  usage,  and  the  final  regiilatlon  is 
amended  to  delete  such  reference. 

27.  One  comment  suggested  that  a 
statement  be  Included  under  “Side  Ef¬ 
fects”  reflecting  that  the  poeslblUty  ex¬ 
ists  that  bleeding  may  be  heavier 
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throughout  the  U£e  of  an  lUD,  not  just 
within  the  first  2  (m*  3  months. 

The  Commissioner  agrees  that  bleed¬ 
ing  may  be  heavier  than  normal 
throughout  the  use  of  the  lUD,  not  Just 
within  the  first  2  or  3  months,  depending 
on  the  nature  of  the  placemoit,  the 
design  of  the  device,  and  the  general 
physUdoglcal  condition  of  the  patient. 
The  final  regulatlcm  Is  amended  to  re- 
fiect  this  fact  by  recommending  to  the 
patient  In  ttie  sectlmi  headed  “Side  Ef¬ 
fects”  that  she  should  see  her  physician 
If  bleeding  purists. 

28.  Three  comments  suggested  that 
the  pnvx>8ed  labeling  requirements  are 
infiexlble  because  they  do  not  provide 
manufacturers  with  adequate  opportu¬ 
nity  to  refiect  the  Individual  differences 
of  partlciUar  devices. 

The  Commissioner  realizes  that  differ¬ 
ences  exist  among  various  lUD’s  with 
respect  to  reported  event  rates,  d^blgn, 
methods  of  Insertion,  etc.,  but  he  believes 
that  the  regulatlcm  as  proposed  Is  u>- 
proprlate  for  all  lUD’s  currently  on  the 
market  and  that  the  final  regulation 
permits  sufficient  flexibility  as  required 
for  the  various  lUD’s.  The  regulation 
recognizes  dlstlnctlcMis  between  drug  and 
device  lUD’s  and  permits  the  labeling 
■to  reflect  data  unique  to  a  particular 
product.  Furthermore,  manufacturers 
may  supply  Information  In  the  labeling 
tha^  Is  In  addition  to  but  not  In  lieu  of 
the  requirements  In  the  regulation,  so 
long  as  such  additional  lnf(Hmation  does 
not  undermine  or  detract  frmn  the  re¬ 
quired  Information. 

29.  Five  comments  indicated  that  risk/ 
benefit  Information,  Including  relative 
safety  and  efficacy  data  on  other  ccmtra- 
ceptive  int>duct6,  be  part  of  lUD  labeling. 
In  addition,  two  comments  recmnmended 
that  an  explanation  of  the  relative  ad¬ 
vantages  and  disadvantages  of  alterna¬ 
tive  forms  of  birth  control,  including 
.sterlllzatlmi  and  abortimi,  be  included  in 
the  Patient  Brochure. 

The  Commissioner  believes  that  com¬ 
parative  rlsk/beneflt  Information  on 
other  contraceptive  products,  whether 
lUD’s  or  other  contraceptives,  should 
iM>t  be  required  In  lUD  laK^Ung  at  this 
time.  This  type  of  Information  can  best 
be  discussed  with  the  physician. 

Ihe  phjrslclan  will  In  all  cases  help 
the  patient  to  select  the  proper  lUD, 
he  wlU,  after  evaluating  the  patient,  de¬ 
cide  not  to  Insert  an  lUD  at  all.  Under 
the  latter  circumstances,  other  forms  of 
birth  control  will  be  considered,  and  the 
physician  can  discuss  the  relative  bene¬ 
fits  and  risks  of  such  other  forms  of 
Urth  control  as  they  i4>p]y  to  the  par¬ 
ticular  needs  of  the  Individual  patient. 

In  addition  to  the  comments  received 
mi  patient  labeling,  the  Commissioner 
also  received  a  petition  sulunltted  cm  be¬ 
half  of  several  women’s  and  consumer 
organizations  In  June  1976,  which, 
anumg  other  things,  requested  the 
agency  to  promulgate  regulations  re¬ 
quiring  patient  labeling  and  made  a 
number  of  vedfle  suggestions  as  to  con¬ 
tent  and  format  of  saoli  labeling.  Hie 
suggestions  In  ttie  petition  concemlnf 


lUD  labeling  requirmnents  have  been 
considered  during  the  development  of 
this  final  regulation,  which  constitutes 
the  agency’s  response  to  those  sugges- 
tlmis. 

Several  manufacturers  Indicated  that 
they  may  have  difficulty  distributing 
the  necessary  number  of  brochures  to 
physicians  in  90  days,  as  would  have 
been  required  by  the  proposal.  Accord¬ 
ingly.  the  Commissioner  Is  extending 
from  90  to  180  days  the  effective  date 
of  the  final  regulation. 

Device  lUD  requirements  will  be  codi¬ 
fied  In  i  801.425  whUe  drug  lUD  requlre- 
moits  will  be  codified  In  I  310.502,  which 
cmiforms  to  n>A’s  recodlflcatlon  of 
medical  devices  regulations  puUished  In 
the  Fsdbbai.  Rscistkr  of  February  13, 
1976  (41  FR  6896). 

As  proposed,  the  final  regulation  will 
require  submission  of  drug  lUD  label¬ 
ing  In  supplemental  new  drug  applica¬ 
tions. 

The  following  documents  have  been 
traced  on  file  and  are  avallaUe  for  pub¬ 
lic  review  In  the  office  of  the  Hearing 
Clerk. 

Reference  la.  may  be  obtained 
writing  or  calling:  Acquisition  Office, 
Natl<mal  Technical  Information  Service, 
UB.  Department  of  Commerce,  Spring- 
field.  VA  22161,  Telephone:  703-451- 
3836.  The  NTIS  number  Is  PB  249-614. 
The  cost  Is  $12.50  for  paperback  and 
$2.25  or  mlcn^che. 
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and  Design  of  Intrauterine  Devices,’*  BatMle 
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3.  Scott,  Clayton's  Bectrotherapy  and  Ac- 
tlno  Therapy,  7th  Id.,  pp.  236  and  332,  WU- 
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"Hormone  Treatment  During  Pregnancy  and 
Congenital  Heart  Defects,"  Lancet.  1:611, 
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6.  Nora,  J.  and  A.  Nora,  "Birth  Defects  and 
Oral  Contraceptives."  Lancet,  1 :941. 1973. 
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S.  B.  Ho<A,  and  S.  Shapiro,  "Cardiovascular 
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9.  Banranoo,  P.  B..  "Eczematous  Derma¬ 
titis  Oansed  by  Internal  Exposure  to  Copper," 
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(Secs.  201  (f)  and  (h).  602.  806,  620(e),  701 
(a).  82  Stat.  1041  as  amended.  1060-1068  as 
amended.  1066, 90  Stot.  887  (21  UA.0. 831  (g) 
and  (h).  882,  866.  800j(e).  871(a)))  and 
under  authortty  delegated  to  me  Commle- 
aloner  (21  Ont  6.1). 


Chapter  I  of  Title  21  of  the  Code  of 
Federal  Regulatlcms  is  amended  as  fol¬ 
lows: 

1.  In  Part  310  by  revising  §  310.502  to 
read  as  follows: 

§  3I0.S02  Intrauterine  devieeit  for  hu¬ 
man  use  for  the  purpose  of  eontra- 
reption. 

(a)  Neva  drug  status  of  certain  intra¬ 
uterine  devices  for  human  use  for  the 
purpose  of  contraception.  (1)  The  Pood 
and  Drug  Administration  has  become 
aware  of  the  increased  clinical  use  for  the- 
purpose  of  contraception  of  Intrauterine 
devices  (lUD’s)  that  Incorporate  heavy 
metals,  drugs,  or  other  active  substances. 
The  amount  of  local  irritation  caused  by 
such  active  materials  has  been  reported 
as  being  cmrelated,  in  animal  studies,  to 
the  effectivmiess  of  such  products  in 
achieving  their  contraceptive  effect.  Sev¬ 
eral  inve6tlgat(NA  have  reported  different 
pregnancy  rates  which  appear  to  be  de¬ 
pendent  on  the  type  oi  metal  used  and/or 
the  amount  ot  exposed  surface  of  the 
metal.  IMigs  have  been  incorporated 
with  otherwise  Inert  Intrauterine  devices 
to  Increase  the  contraceptive  effect,  de¬ 
crease  adverse  reactions,  or  provide  in¬ 
creased  medical  acceptability. 

(2)  Intrauterine  devices  used  for  the 
purpose  of  contraception  and  incorporat¬ 
ing  heavy  metals,  drugs,  or  other  active 
substances  to  Increase  the  contraceptive 
effect,  to  decrease  adverse  reactions,  or 
to  provide  Increased  medical  acceptabili¬ 
ty  (drug  intrauterine  devices)  are  not 
generally  recognized  as  safe  and  effective 
for  contraception  and  are  new  drugs 
within  the  meaning  of  section  201  (p)  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act.  A  c(HnpIeted  and  aigaed  “Notice  of 
Claimed  Investigational  Exemption  for  a 
New  Drug”  (Form  FD-1571  set  forth  in 
S  312.1(a)  (2)  of  this  chapter)  must 
therefore  be  submitted  to  cover  clinical 
investigations  to  obtain  evidence  that 
such  preparations  are  safe  and  effective 
for  this  use.  An  approved  new  drug  appli¬ 
cation  is  requir^  for  the  marketing  of 
such  articles. 

(b)  Labeling  of  intrauterine  contra¬ 
ceptive  devices  considered  new  drugs 
{drug  lUiys).  The  intrauterine  contra¬ 
ceptive  device  Is  a  popular  method  of 
contraception  used  by  several  million 
women  In  the  United  States.  Although 
this  method  of  c(mtraceptlon  is  generally 
safe  and  effective,  certain  complications 
and  side  effects  may  result  from  its  use. 
A  Food  and  Drug  Administration  review 
oi  the  labeling  of  Intrauterine  contracep¬ 
tive  devices  currently  marketed  in  the 
United  States  reveals  that  Information 
necessary  for  the  safe  and  effective  use 
of  these  products  Is  not  uniformly  avail¬ 
able  to  either  the  practitioner  or  the  pa¬ 
tient.  Based  on  the  review  of  the  labeling 
and  on  the  recommendations  of  the 
Ad  Hoc  Obstetrlc-Oynec<dogy  Advisory 
Committee,  the  Cmnmlasloner  has  con¬ 
cluded  that  In  the  Interest  of  safe  and 
effective  use.  and  prevention  ot  mlslead- 
Ing  labeling,  there  is  a  need  to  establish 
uniform  physielaa  and  patient  labeling 
for  such  dm^ 
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(1)  Tjthritng  af.p.ninpanylng  each  drug 
lUD  and  directed  to  the  phTslclan  shall 
be  substantially  as  follows,  adjusted 
where  appropriate  to  the  requirements 
of  a  particular  drug  lUD. 

DncsiPTioir 

(To  be  supplied  by  manufacturer) 

Description  shall  Include  the  following 
Information: 

1.  Proprietary  or  eetaUisbed  name  ot  the 
IDD. 

2.  Major  Ingredients  or  composition. 

3.  ModM. 

4.  Physical  dimensions  (slae  and  shape) . 

5.  Description  of  oooqKnients  In  package 
or  system. 

S.  A  statement  that  the  product  is  sterile. 

7.  Other  characteristics. 

Mode  of  Acnoar  oa  Psntcxpus  or  lUD  Design 

(To  be  supplied  by  the  manufacturer) 

The  manufacturer  shall  Include  Informa¬ 
tion  on  the  mode  of  action  or  prlnctples  of 
the  lUD^  design.  At  a  minimum,  the  state¬ 
ment  should  proTlde  that  lUDb  semn  to 
Interfere  In  soaoe  "**”»»—*  with  nidation  In 
the  endometrium,  probably  through  foreign 
l>ody  reaction  In  the  uterua 

iNDScanoHS  shd  Uaaos 

The  labeling  may  Indude  Indications  and 
usages  other  than  those  stated  below,  pro- 
Tlded  that  an  approved  new  drug  apirilca- 
Uon  Is  In  effect. 

(iVems  of  4rut  WD}  Is  indicated  for 
eontraceptlon. 

C!oNTaaiifsicaTK»rs 

lUD’s  ■HmiM  not  be  Inserted  when  the 
fcdlowlDg  conditions  exist: 

1.  Pregnancy  or  suspicion  of  pregnancy. 

3.  Abnormalities  of  the  uterus  resulting  in 
distortkm  of  the  utertee  eartty. 

S.  Acute  pehrle  ftiflammatory  dlsaaae  or  a 
history  of  repeated  psMe  Inflammatory 
disease. 

4.  Post  {lartain  endoaMtrttls  or  Infected 
abortion  In  the  past  g  months. 

g.  Known  or  suspected  uterine  or  oerrloal 
malignancy  including  mmeolred.  abnormal 
‘’Pap"  smear. 

g.  Ctenltal  bleeding  of  unknown  etMogy. 

7.  Untreated  acute  cereteltle  untO  Infec¬ 
tion  is  controlled.  _ 

8.  Oopper-contatning  nn>*B  ahouM  not  ba 
tnaerted  in  preaencs  ot  diagiuiaed  Wflson’a 
Dlasaae. 

9.  Known  allacgy  to  copper.  (Por  copper- 
contalnlng  lUD’a) 

Wsaiifwaa 

1.  Pngnmcf — a.  long-term  ejects. — 
Long-term  effeets  on  the  efftprtng  wbsn 

pregnancy  oooun  wtth  (naaoe  of  drug  IDD) 
In  place  are  unknown. 

b.  Septic  aborttoa.  Bcporie  base  Indicated 
an  Increased  incidence  of  septic  abaction 
eseoclitert  In  some  Inetannee  with  eepttoainU. 
septic  shock,  and  death  in  pattente  becom¬ 
ing  pregnant  with  an  lUD  In  place.  Most  of 
these  reports  hese  been  eaeoelated  wtth  the 
mki-trlinester  of  pregnancy.  In  sonw  eases, 
the  Initial  eysriptome  hare  beea  InsldlouB 
and  not  easily  rensgalBSd.  If  pregnancy 
should  occur  with  an  lUD  In  plaoe,  the 
lUD  should  bs  removed  If  the  string  is 
visible  or,  if  removal  proves  to  bs  or  would 
be  difflcult,  termination  of  the  pregnancy 
should  be  considered  and  offered  the  pa¬ 
tient  as  an  option  bearing  in  mind  that  the 
risks  essoetated  with  an  eleetlve  abortkm 
Inereaas  with  gmtattanal  aga. 

e.  ContinuaUcm  of  pregwawrp.  If  the  pa¬ 
tient  chooses  to  continue  the  pregnancy,  she 


must  be  warned  of  the  increased  risk  of  spon¬ 
taneous  abortion  and  of  the  Increased  risk  of 
sepsis.  Including  death  if  the  pregnancy  oon- 
tlnuee  with  the  lUD  In  plaoe.  The  patient 
must  be  closely  observed  and  she  must  be 
advised  to  report  all  abnormal  symptoms, 
such  as  flu-llke  syndrome,  fever,  abdominal 
cramping  and  pain,  Ideeding,  or  vaginal  dis¬ 
charge  hnmedlaWy  because  gmerallzed 
symptoms  of  septicemia  may  be  Insldloue. 

2.  Ectopic  pregnancff.  a.  A  pregnancy  that 
occurs  with  an  lUD  In  plaoe  Is  more  likely 
to  be  ectopic  than  a  pregnancy  occurring 
without  an  lUD  In  plaoe.  Accordingly,  pa¬ 
tients  who  become  pregnant  edille  using  the 
lUD  should  be  carefully  evaluated  for  the 
poaslblUty  of  an  ectopic  pregnancy. 

b.  Special  attention  should  be  directed  to 
patients  with  delayed  meases,  slight  metror¬ 
rhagia  and/or  unilateral  pelvic  pain  and  to 
those  patients  who  wish  to  terminate  a  preg¬ 
nancy  because  of  IDD  failure  to  determine 
whether  ectopic  pregnancy  has  occurred. 

3.  Pelvic  infection.  Felvlo  infection  may 
oocur  with  the  lUD  In  place  and  at  Umee 
result  In  the  devMopment  of  tubo-ovarlan 
abscessee  or  general  peritonitis.  Appropriate 
awobic  and  anaerobic  baeteriolngicaJ  studlee 
should  be  done  and  antlhlotle  therapy  Ini¬ 
tiated.  If  the  Infection  does  not  show  a 
marked  clinical  improvement  within  94  to  48 
hours,  the  lUD  should  be  removed  and  the 
continuing  treatment  ftismoewed  based  tq>on 
the  reeulte  of  culture  and  aensiavlty  taeta. 

4.  Emltedment.  Partial  paiwtiatlaa  or 
lodging  of  the  IDD  in  the  endometrium  can 
result  In  difflcult  removals. 

5.  Perforation.  Partial  or  total  jierforatlon 
of  the  uterine  wall  or  oervtz  may  ooour  with 
the  use  of  IDD’a  The  poaelkllity  ef  perfora¬ 
tion  must  be  kept  In  mind  dnrtag  Ineartlim 
■■nrt  at  the  time  of  any  subsequent  SEamlrm- 
tlon.  If  perforation  ooetua,  the  IDD  should 
be  reeaoved.  ftdheMnne,  fOraIgn  body  reac- 
ttooe,  and  Intestinal  obetructfcm  mag  luenlt 
If  an  IDD  M  left  In  ISao  pirWenaai  cavity. 

6.  Congenital  anomtmUu.  Opetamlcwlly  ad¬ 
ministered  sex  stwnldB.  Inetadlag  progesta¬ 
tional  egente,  have  been  amodated  with  an 
Increased  risk  of  eongenttal  anomallea.  It  Is 
not  known  whether  euoh  anomaltaB  eould 
oeenr  when  pregnancy  Is  conttnwad  with  a 
progeeterone-contalnl^  IDD  In  plaoe. 

PaacAunom 

1.  Patient  eounaeUnp.  Piter  to  Inantlon 
the  phystelan.  nuna^  or  oOier  trained  health 
profeaelonal  must  i»ovldi  tb»  patient  with 
the  Patient  Broohare.  The  patteMt  dsrmld  be 
given  the  opportanl^  to  read  the  hroehnia 
and  dlecuaa  fully  any  qwaettena  Mio  may  have 
oonoernlng  the  IDD  as  well  as  other  methods 
of  contraception. 

8.  Patient  evalmatton  and  eUmtoml  eon- 
sMeratione.  a.  A  eompleta  seedinel  htstory 
should  be  obtained  to  determine  eondttione 
that  might  Influence  the  selection  of  an  IDD. 
Physical  examinaUan  Should  Include  a  pelvic 
examination,  **Psp”  smear,  goitanhea  culture 
and.  If  indicated,  appri^lirlate  taste  for  other 
forme  of  venereal  dlaeaae. 

b.  The  uterus  should  be  carefully  sounded 
prior  to  insertion  to  determine  the  degree  of 
patency  of  the  endooervloal  canal  and  the 
internal  os.  and  the  dlreotlon  and  depth  of 
the  uterine  cavity.  In  oonedowal  eesea,  severe 
cervical  stenosis  may  be  encowalarert,  Do  not 
use  excessive  force  to  overcome  this  rests- 
tance. 

c.  The  uterus  should  sound  to  a  depth  of 
6  to  8  oentimetere  (cm) .  Tiieerthia,  of  an  IDD 
Into  a  uterine  cavity  measuring  leas  than 
8.8  cm  by  sounding  may  tnerease  the  In- 
cldenoe  of  eiqmMoB,  bleeding,  and  pain. 

d.  The  poeslblUty  of  tnaerthm  In  the  pres¬ 
ence  of  an  axlstlog  undetannlnad  pngnaney 
Is  reduced  If  insertion  la  parformad  during 
or  shortly  following  a  menstrual  period.  The 


IDD  should  not  be  inserted  post  partum  or 
postabortion  until  Involution  of  the  uterus 
is  completed.  The  incidence  of  perforation 
and  expulsion  is  greater  If  involution  is  not 
completed. 

e.  lUD's  should  be  used  with  caution  in 
those  patients  who  have  an  anemia  or  a 
history  of  menonhagia  or  hypermenorrhea. 
Patients  experiencing  menorrhagia  and/or 
metrorrhagia  following  IDD  ineertli  iii  may  be 
at  risk  for  the  development  of  hypoduomlc 
microcytic  anemia.  Also,  IDD’e  should  be  used 
with  caution  in  patients  receiving  anti¬ 
coagulants  or  having  a  coagulopathy. 

T.  Syncope,  bradycardU  or  othw  neuro¬ 
vascular  episodes  may  occur  during  insertion 
or  removal  of  IDD's,  eq>ectally  in  patients 
with  a  previous  dlqxwltlon  to  these 
conditions. 

g.  Patients  with  valvular  or  congenital 

heart  disease  are  more  prone  to  develop  sub¬ 
acute  bacterial  endocardltle  patients 

who  do  not  have  valvulcu  or  congenital  heart 
disease.  Use  of  an  IDD  in  these  patients  may 

4  potential  source  of  septic  embc^. 

h. 'Dee  of  an  IDD  In  those  patients  srlth 

acute  cerndtle  should  he  wntfl 

proper  treatment  has  cleared  up  the  Infec¬ 
tion. 

I.  Since  an  IDD  may  be  e:q>eUed  or  dls- 
I^4c®d,  patients  should  be  reexamined 
evaluated  shortly  after  the  first  poetlnser- 
tton  menses,  but  deflnttely  wttbln  3  months 
after  Insertloa.  Thereafter  annual  ezamlna- 
tlott  with  i^iproprlate  maffloal  and  laboratery 
examination  should  be  canted  out.  The  IDD 

should  be  replaced  every _ years  (tnfor- 

matkm  to  be  supplied  by  manufacturer). 

J.  The  patient  should  be  trU/i  tha± 

bleeding  and  cramps  may  occur  during  the 
flrat  few  weeks  after  insertion,  but  If  her 
■ynqitoms  ooatlnne  or  are  severe  she  should 
repoct  them  to  her  phyatoton.  She  ehould 
be  Instructed  on  bow  to  check  after  each 
menstrual  parted  to  make  oartaln  that  the 
thread  stttl  protrudes  from  the  cervix,  and 
she  should  be  cautioned  that  tharo  te  no 
contraceptive  protection  If  the  IDD  Is  ex¬ 
pelled.  She  should  be  cautioned  not  to  pull 
on  the  thread  and  displace  the  IDD.  If  par¬ 
tial  expulsion  occurs,  ismoval  Is  tadloated 
Mid  a  new  IDD  may  bs  Inserted.  The  pa¬ 
tient  should  be  toM  to  return  in _ years 

for  replacement  of  the  IDD. 

k.  The  use  of  medical  diathsrmy  (short- 
wavs  and  microwave)  la  pattente  wtth  iwetel- 
contalnlng  IDD'e  may  oauee  beat  Injary  to 
the  surrounding  tissue.  Tbemfoca.  medloal 
diathermy  to  the  abdominal  and  sacral  araaa 
shonld  not  be  need. 

l.  Oopper-contatning  IDD'e — ^A  copper' tn- 
dwoed  nrtlcial  allergic  skin  reaction  esay  de- 
velop  in  women  wearing  a  copper-oontelntng 
XDD.  U  symptoms  of  eudi  an  aheigte  re¬ 
sponse  oocur,  the  patient  should  be  lastrue- 
ted  to  toll  the  ooneulUag  physician  that  a 
copper-bearing  device  Is  being  worn. 

AsvxasB  BxscnoRS 

These  adverse  reaetloas  are  not  listed  In 
any  order  of  frequency  or  eevert^. 

Bsportod  adverse  reacttens  Include:  en- 
dometmta,  qiontaneoae  ahorttan.  septic 
abortion,  aeptkieinla.  perforation  of  the 
uterus  and  osTvlx.  ambedmant.  fragmentation 
of  tbs  IDD  pelvic  Infectloa.  vaglnltla.  leukor- 
rhea.  cervical  erosion,  pregnancy,  ectopic 
pregnancy,  difflcult  removal,  oornpleta  or 
partial  expulsion  of  the  IDD.  Intermenstrual 
spotting,  prolongation  of  mmatrual  flow, 
aMwmla.  pain  and  crai»pi°8>  dyomenorihaa 
backachaa,  dy^nrennla,  nsurovaaeular  epl- 
sodao  tnclndlng  bradycardia,  and  iffiioopa 
eaeondary  to  li—tliai  nrCocatlon  Iwto  the 
abflnrsrw  hM  been  foUowad  by  abdominal 
a'**'T**^^.  Intestinal  pMsetratlon.  latastlnsl 
obstruction,  and  cystic  nmases  In  the  pelvla 
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For  oopper-contalnlng  IDD's  tbe  following 
•dvetM  reaction  ahoold  alao  be  added:  ortt- 
oaiial  allergic  akin  reacUoii. 

DmacnoNS  for  TJsr 
(To  be  supplied  by  manufacturer) 

Directions  for  use  shall  Include  the  Mlow- 
Ing: 

1.  Insertion  technique. 

a.  Requirements  tar  replacement  and  re¬ 
moval  (Including  information  <m  whether 
the  lUD  should  be  replaced  periodically  and. 
If  so,  how  often) . 

CUNICAl.  Studixs 

Different  event  rates  have  been  recorded 
wltti  the  use  of  different  IDD’s.  Inasmuch  as 
theae  rates  are  usually  derived  from  sepa¬ 
rate  studlas  conducted  by  different  Inveetl- 


RULES  AND  REGULATIONS 

gators  In  several  population  groups,  they  can¬ 
not  be  compared  with  precision.  Further¬ 
more,  event  rates  tend  to  be  lower  as  clinical 
experience  la  expanded,  possibly  due  to  reten¬ 
tion  In  tbe  clinical  study  of  those  patients 
who  accept  the  treatment  regimen  and  do 
not  discontinue  due  to  adverse  reactions  or 
pregnancy.  In  clinical  trials  conducted  by 
(name  at  sponsor)  with  the  (name  of  drug 
lUD).  use  effectiveness  was  determined  as 
follows  for  parous  and  nulUparous  women, 
as  tabulated  by  tbe  life  table  method.  (Rates 
are  expressed  as  events  per  100  women 
through  13  and  34  months  of  use.)  This  ex¬ 
perience  Is  based  on  (number)  woman/ 
months  of  use.  Including  (number)  women 
who  completed  13  m<Miths  of  use  and  (num¬ 
ber)  women  who  completed  34  months  of 
use. 


12  mo  34  mo 


Psrous  NulliiisrouK  Paroas  NalIipsron5 


Prsgasiicy . 

Expblsioii . 

Rodieal  removal . . 
Continuation  rate. 


(2)  Labeling,  In  sulOcient  quantities 
to  be  available  to  patients  who  express 
interest  in  lUD’s,  shall  accompany  each 
drug  lUD  (packaged  s^icu^tely  from  the 
sterile  packaging) ,  be  made  available  to 
the  patient,  and  contain  the  following 
information: 

Patient  Invormatxon 

This  brochure  provides  Information  on  the 
use  of  Intrauterine  ocmtrsceptlve  devices 
(nn>%).  There  are  other  birth  control 
methods  that  may  be  suitable.  Before  decid¬ 
ing  which  type  of  birth  control  method  to 
use,  you  should  read  this  brochure  and  have 
the  <^>portunlty  to  discuss  fully  with  your 
doctor  any  questions  you  may  have  about  the 
lUD  and  other  methods  of  contraception. 

Prxinsxxtion  Intormation 
what  too  sbottlo  know  about  the  tod 

lUD’s  are  small  articles  of  various  sizes  and 
shapes  which  are  inserted  Into  the  uterus 
(womb).  The  purpose  of  the  ItTD  is  to  pre¬ 
vent  pregnancy. 

How  the  IDD  prevents  pregnancy  Is  not 
completely  undersood.  Several  thewles  have 
been  suggested.  lUD’s  seem  to  Interfere  In 
scune  maimer  with  the  Implantation  of  the 
fmrtUlaed  egg  In  the  lining  of  the  uterine 
cavity.  The  IDD  does  not  prevent  ovulation. 

The  effectiveness  of  the  IDD  Is  measured 
by  the  pregnancy  rate  of  women  who  use  It 
and  tbe  rate  of  adverse  reactions  and  side 
effects  requiring  removal  of  the  IDD. 

DsE-KrvEcnvxNxss 

Different  pregnancy  and  adverfte  reaction 
rates  have  been  reported  with  the  use  of  dif¬ 
ferent  IDD’s.  Because  these  rates  are  usually 
derived  from  separate  studies  conducted  by 
different  Investigators  in  several  population 
groups,  they  cannot  be  compared  with  pre¬ 
cision. 

In  clinical  trials  with  (name  of  drug  IDD), 

_ patients  completed _ cycles  or 

months  In  use.  The  Incidence  of  unplanned 

pregnancies  was _ per  100  woman  years 

or _ women  out  of  100  became  pregnant 

In  a  year  while  using  an  IDD.  The  Incidence 
of  adverse  reactlmis  requiring  medical  re¬ 
moval  of  the  IDD  Is _ per  100  woman 

years  or _ srcHnen  out  of  100  dlsoon- 

tlnued  using  the  IDD  for  medical  reasons. 


What  You  Shoolo  Tbll  Toor  Doctor 

Before  you  have  an  IDD  Inserted,  you 
should  tell  your  doctor  If  you  have  ever  had, 
or  suspect  you  have  ever  had.  any  of  tbe 
following  conditions  which  might  make  the 
IDD  unsuitable  as  a  method  of  contraception 
for  you: 

Abnormalities  of  the  uterus  ( womb) . 

Allergy  to  copper. 

Anemia. 

Bleeding  between  periods. 

Cancer  of  the  uterus  (womb)  or  cervix. 
Famtlng  attacks. 

Heart  disease. 

Heart  murmur. 

Heavy  menstrual  flow. 

Infection  of  the  uterus  (womb)  or  cervix. 
Pelvic  Infection  (pus  In  fallopian  tubes). 
PrKH’  IDD  use. 

Prior  uterine  surgery. 

Recent  abortion  or  miscarriage. 

Recent  pregnancy. 

Severe  menstrual  cramps. 

Suqiected  at  possible  pregnancy. 

Suspicious  or  abnormal  "Vtp"  smear. 
Dnexplained  genital  bleeding. 

Vaginal  discharge  or  Infection. 

Venereal  disease. 

Wilson’s  disease. 

Adverse  Reactions 

The  following  adverse  reactions  and  side 
effects  have  been  reported  and  may  occur 
after  the  IDD  Is  Inserted: 

Anemia. 

Backache. 

Blood  poisoning  (septicemia). 

Bowel  obstruction. 

Cervical  Infection. 

Complete  or  partial  expulsion. 

Cysts  on  ovaries  and  tubes. 

Delayed  menstruation. 

Difficult  removal. 

Embedment. 

Fainting  at  tbe  time  of  insertion  or  removal. 
Fragmentation  of  tbe  IDD. 

Intermenstrual  spotting. 

Internal  abdominal  adhesions. 

Pain  and  cramps. 

Painful  Intercourse. 

Pelvic  Infection. 

Perforation  of  the  uterus  (womb)  or  cervix. 
Pregnancy. 

Pregnancy  outolds  the  titoniB  (womb) 
(tubal  or  ovarian) . 
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Prolonged  or  heavy  menstrual  flow 
Septic  abortion  (Infected  miscarriage)  fol¬ 
lowed  In  some  cases  by  blood  poisoning 

(septicemia)  which  can  lead  to  death. 
Spontaneous  abortion  (miscarriage). 

Vaginal  discharge  and  Infection. 

If  you  decide  on  the  IDD  as  your  method 
of  birth  control,  read  the  following  Informa¬ 
tion  and  instructions  carefully.  Please  keep 
this  brochure  so  that  you  may  refer  to  It. 
If  you  have  any  questions,  consult  your 
doctor. 

POSTINSRRTION  INTORMATION 

description 

(’To  be  supplied  by  manufacturer) 

Description  shall  Include  the  following  in¬ 
formation: 

1.  Proprietary  or  established  name  of  tbe 
drug  IDD. 

2.  Model. 

3.  Physical  dimensions  (size  and  shape). 

4.  Composition  (metal  or  plastic) . 

5.  Color  and  number  of  the  tall  or  threads. 

6.  Other  characteristics. 

DlRBCnONS  FOR  DSE 

1.  Checking  your  IVD.  A  tail  or  thread  Is 
attached  to  tbe  IDD  so  you  can  check  to  see 
If  It  Is  still  In  place  since  the  IDD  can  come 
out  of  the  uterus  (womb)  without  your 
knowing  It.  This  occurs  most  often  during  or 
light  after  a  menstrual  period. 

Follow  these  steps  to  make  sure  your  IDD 
Is  In  place: 

a.  Wash  your  bands. 

b.  Assume  the  squatting  position  or  seat 
yourself  on  the  toilet. 

c.  Insert  tbe  Index  or  middle  Anger  high 

In  vagina  and  locate  the  corvlx  (mouth  of 
the  uterus  (womb)).  ’The  cervix  feels  Arm 
like  tbe  tip  of  your  nose.  _ 

d.  Feel  for  the  tail  or  thread  of  tbe  IDD. 
which  should  be  In  tbe  cervix  high  In  your 
vagina. 

e.  If  you  can  feel  the  tall  or  thread  It  Is 
likely  that  tbe  IDD  la  In  place  and  w<H-klng. 
You  should  not  pull  on  the  tall  or  thread. 
’This  may  displace  the  IDD. 

f.  After  each  menstrual  period,  you  should 
check  to  make  sure  the  tall  or  thread  Is  In 
place  In  the  cervix.  You  may  check  for  the 
tall  or  thre4Kl  more  often  If  you  wish. 

g.  If  you  think  the  IDD  has  come  out  or 
has  been  displaced  (e.ff.,  you  cannot  feel  the 
tall  or  thread  or  you  can  feel  the  IDD  itself) , 
use  another  birth  c<mtrol  method,  such  as 
contraceptive  vaginal  foam,  cream,  or  Jelly, 
or  oondoms  (rubbers),  until  you  can  be 
checked.  (Thero  alternative  methods  are  not 
as  effective  as  tbe  IDD.)  Call  your  doctor  for 
an  examination. 

b.  You  should  return  to  sec  your  doctor 
as  soon  as  possible  after  your  next  menstrual 
period,  after  Insertion  of  your  IDD,  but  no 
later  than  3  months  after  Insertion.  Ihls  will 
allow  the  doctor  to  make  sure  that  the  IDD 
Is  In  the  correct  position. 

1.  After  your  first  checkup,  you  should  be 
checked  at  least  once  a  year  by  your  doctor 

3.  Continuation  and  removal.  While  you 
are  weculng  the  IDD,  you  may  use  tampons 
and  take  douches.  If  this  Is  your  usual  prac- 
tlce.  With  some  IDD's,  you  may  wear  the 
IDD  until  you  wish  to  become  pregnant. 
With  other  IDD’s  It  Is  necessary  that  they 
be  replaced  every  year  or  so  in  order  for 
you  to  continue  being  protected  against 
pregnancy.  Check  with  your  doctor  concern¬ 
ing  this.  You  should  return  to  your  doctor 
If  you  wish  to  have  tbe  IDD  removed. 

Sn«  Bffbcts 

Tbe  following  may  occur  during  or  after 
the  IDD  Is  Inserted: 

1.  Some  bleeding  occurs  following  Inser¬ 
tion  In  most  women.  Because  of  this,  your 


FEDfcKAL  a:GlSTE«,  VOl.  43,  NO.  fO— TUCSOAY,  MAY  10,  1977 


23780 


RULES  AND  REGULATIONS 


doctor  may  chooee  to  Insert  yotir  rUD  dur¬ 
ing  ex'  at  the  end  o(  your  menstrual  period. 
This  also  reduces  tbe  possibility  tbat  you  are 
pregnant  at  the  time  of  lUD  Insertion. 

2.  Bleeding  between  menstrual  periods, 
usually  In  the  form  of  spotting,  may  occur 
during  the  first  2  or  8  months  after  Inser¬ 
tion.  The  first  few  menstrual  periods  after 
the  Insertion  may  be  heavier  and  longer.  If 
these  conditions  continue  for  longer  than  3 
or  3  months,  consult  your  doctor 

3.  Pain,  usually  in  the  form  of  uterine 
cramps  or  low  backache,  may  occur  at  the 
time  of  insertion  and  last  for  a  few  daya. 
Simple  pain  medication  usually  relieves  the 
cramping. 

4.  Fainting  may  occur  at  the  time  of  In¬ 
sertion  or  removal  of  an  lUD.  nils  passes 
quickly  and  is  not  usually  serious. 

5.  The  lUD  may  be  expelled  during  the  first 
two  or  three  menstrual  cycles  following  In¬ 
sertion.  Expulsion  Increases  the  risk  of  an  un¬ 
planned  pregnancy.  Although  not  as  effective 
as  the  lUD.  the  use  of  a  second  contraceptive 
method,  such  as  a  contraceptive  vaginal 
foam,  cream,  or  Jelly,  or  condoms  (rubbers) 
Is  recommended. 

Wabniivcs 

1.  Call  your  doctor  for  any  of  the  follow¬ 
ing  reasons: 

a.  Severe  or  prolonged  bleeding.  If  the  fiow 
Is  heavier  and  lasts  much  longer  than  your 
usual  menstrual  fiow.  you  may  need  to  have 
the  lUD  removed  to  pl^vent  the  development 
of  anemia. 

b.  Pelvic  pain  and  cramps.  This  could  mean 
an  infection  has  developed  requiring  treat¬ 
ment. 

c.  Exposure  to  venereal  disease  (VD).  If 
exposure  to  venereal  disease  is  suspected,  re¬ 
port  for  examination  and  treatment 
promptly.  Failure  to  do  so  could  result  In  se¬ 
rious  pelvic  Infection  because  use  of  an  lUD 
In  Itself  does  not  prevent  venereal  disease. 

d.  Tail  or  thread  disappearance.  If  you  can¬ 
not  feel  the  tall  or  thread  coming  through 
the  cervix.  It  Is  possible  tbat  the  lUD  has 
been  expelled  or  displaced  or  that  perfo¬ 
ration  has  occurred.  If  any  of  these  has  oc¬ 
curred,  you  are  no  longer  protected  from  be¬ 
coming  pregnant.  Use  another  birth  control 
method,  such  as  contraceptive  vaginal  foam, 
cream,  or  Jelly,  or  condoms  (rubbers),  until 
you  can  be  checked.  (These  alternative  meth¬ 
ods  are  not  as  effective  as  the  lUD.) 

2.  Do  not  undergo  medical  diathermy  (In¬ 
cluding  shortwave  or  microwave)  treatments 
to  the  abdomen  or  lower  back  areas  If  you 
are  wearing  a  metal  lUD.  These  treatments 
may  cause  heat  Injury  to  the  surrotmdlng 
tissues. 

Special  Warning  About  Pregnancy  With  ah 
IDD  nr  Placx 

Some  women  become  pregnant  while 
an  nn).  If  you  miss  your  menstrual  period, 
or  If  you  have  a  scanty  fiow  during  your 
period,  or  If  you  suspect  that  you  might  be 
pregnant,  see  your  doctor  right  away.  Serious 
complication  of  sepsis  (severe  Infection), 
septic  abortion  (Infected  miscarriage),  and 
death  have  occuriod  when  a  pregnancy  con¬ 
tinues  with  an  lUD  In  place.  Most  of  tbe 
occurrences  of  these  serious  complications 
have  been  repented  In  the  middle  third  of 
pregnancy. 

If  your  doctor  confirms  that  you  are  preg¬ 
nant,  he  should  remove  the  lUD  If  the  tall 
is  visible.  Removal  of  an  lUD  In  pregnancy 
decreases  the  likelihood  of  serious  cixnpll- 
catlons. 

If  removal  of  your  lUD  proves  to  be  dllB- 
eult,  you  and  your  doctor  should  discuss  at 
that  ttme  the  question  of  continuing  the 
pregnancy  In  vlsvr  of  the  sertous  compllca- 
tloos  that  may  occur,  m  reaching  a  decision 
aa  to  whether  or  im*  to  have  an  abortion. 


It  should  be  remembered  that  the  risks  as¬ 
sociated  with  terminating  a  pregnancy  In¬ 
crease  with  the  length  of  time  you  are 
pregnant. 

(3)  Any  drug  IDD  that  Is  not  labeled 
as  required  by  this  section  and  that  Is 
either  Introduced  or  delivered  for  In¬ 
troduction  into  interstate  commerce,  or 
held  for  sale  after  shipment  in  inter¬ 
state  commerce  after  November  7,  1977, 
is  misbranded  pursuant  to  section  502  of 
the  act.  However,  a  drug  lUD  In  the  pos¬ 
session  of  an  independent  wholesaler,  a 
retailer,  or  a  licensed  practitioner  be¬ 
fore  November  7,  1977,  is  not  misbranded 
if  labeling  required  by  paragnq>h  (b)  (2) 
of  this  section  is  furnished  to  such  inde¬ 
pendent  wholesalers,  retailers,  or  li¬ 
censed  practitioners  in  sufBcient  quan¬ 
tities  to  accompany  each  device  In  their 
possession. 

(4)  The  holder  of  an  approved  new 
drug  application  for  such  device,  as  de¬ 
scribed  in  paragraph  (a)  (2)  of  this  sec¬ 
tion,  shall  submit  a  supplement  to  his 
application  to  provide  for  the  labeling 
described  in  paragraph  (b)  (1)  and  (2) 
of  this  section.  The  supplement  shall  be 
submitted  before  Novenber  7,  1977,  un¬ 
der  the  provisions  of  S  314.8  of  this  chiq>- 
ter.  The  labeling  may  be  put  into  use 
without  advance  approval  by  the  Pood 
and  Drug  Administration. 

(c)  Applicability.  Paragraphs  (a)  and  (b) 
of  this  section  do  not  apply  to  the  foUowlng 
intrauterine  contraceptive  devices,  which  are 
subject  to  the  requirements  of  S  801.425  of 
this  cheqiter: 

(1)  Intrauterine  devices  fabricated  solely 
frexn  Inactive  materials,  e.g..  Inactive  plas¬ 
tics  or  metals. 

(2)  Intrauterine  devices  with  substances 
added  to  improve  the  physical  characteristics 
If  such  substances  do  not  contribute  to  con¬ 
traception  through  chemical  action  on  or 
within  the  body  and  are  not  dependent  upon 
being  metabolized  for  the  achievement  of 
the  contraceptive  purpose. 

(3)  Intrauterine  devices  that  contain  a 
component,  such  as  barium,  added  exclu¬ 
sively  for  the  purpose  of  visualization  by 
x-ray. 

2.  In  Part  801  by  adding  new  §  801.425 
to  read  as  follows: 

§  801.425  Professional  and  patient  la¬ 
beling  for  intrauterine  contraceptive 
devices. 

(a)  This  section  applies  to  intra¬ 
uterine  devices  (lUD’s)  that  are  not  sub¬ 
ject  to  new  drug  requirements  under 
S  310.502  of  this  chapter.  TOD’S  subject 
to  this  section  (device  IDiys)  Include: 

(1)  lUD’s  fabricated  solely  from  inac¬ 

tive  materials,  e.g.,  inactive  plastics  or 
metals. _ 

(2)  lUD’s  with  substances  added  to 
Improve  the  physical  characteristics  If 
such  substances  do  not  contribute  to  con¬ 
traception  through  chemical  actiem  oti  or 
within  the  body  and  are  not  depend«it 
upon  being  metab<dlzed  for  the  achieve¬ 
ment  of  the  contraceptive  purpose. 

(3)  lUD’s  that  contain  a  component, 
such  as  barium,  added  exclusively  for  the 
purpose  of  visualization  by  x-n^. 

<b)  Hie  Intrauterine  contraceptive 
device  (lUD)  Is  a  popular  method  of 
contraception  used  by  several  million 


women  in  the  United  States.  Although 
this  method  of  contraception  Is  gener¬ 
ally  safe  and  effective,  certain  comidlca- 
ticHis  and  side  effects  may  result  from 
its  use.  A  Pood  and  Drug  Administra¬ 
tion  review  of  the  labeling  of  lUD’s  cur¬ 
rently  marketed  in  the  United  States 
reveals  that  information  necessary  for 
the  safe  and  effective  use  of  these  prod¬ 
ucts  is  not  uniformly  available  to  either 
the  practitioner  or  the  patient.  Based 
wi  the  review  of  the  labeling  and  on  the 
recommendations  of  the  Ad  Hoc  Ob¬ 
stetric-Gynecology  Advisory  Committee, 
the  Commissioner  has  concluded  that  in 
the  Interest  of  safe  and  effective  use, 
and  prevention  of  misleading  labeling, 
there  is  a  need  to  establish  uniform  phy¬ 
sician  and  patient  labeling  for  such 
devices. 

(1)  Labeling  accompanying  each  lUD 
and  directed  to  the  physiclap  shall  be 
substantially  as  follows,  adjusted  where 
where  appropriate  to  the  requirements 
of  a  particular  device  IDD: 

Descriftioh 

(TO  BE  SUPPLXXD  BT  ACANUrACTUBni) 

Description  shall  Include  the  following  In¬ 
formation: 

L  Proprietary  or  established  name  of  tbe 
lUD. 

2.  Major  Ingredients  or  composition. 

3.  Modti. 

4.  Physical  dimensions  (size  and  shape) . 

6.  Description  ot  components  In  package 
or  system. 

0.  A  statement  tbat  the  product  Is  sterile. 

7.  Other  (fiiaracteiistl(». 

Mode  or  Action  ob  Principles  or 
lUD  Design 

(TO  BE  SUPPLIED  BT  THE  MANUFACTURER) 

rtie  manufacturer  shall  Include  Infcxrma- 
tlon  on  tbe  mode  of  action  or  principles  of 
the  lUD’s  design.  At  a  minimum,  the  state¬ 
ment  should  provide  that  lUD's  seem  to  In¬ 
terfere  In  some  manner  with  nidation  In  the 
endometrium,  probably  through  foreign  body 
reaction  In  the  uterus. 

Indications  and  Usage 

The  labeling  may  Include  Indications  and 
usages  other  than  those  stated  below,  pro¬ 
vided  that  an  approved  premaiket  approval 
appfilcatlon  Is  In  effect.  (Name  of  lUD)  is  In¬ 
dicated  for  (xmtraceptlon. 

Contraindications 

lUD's  should  not  be  Inserted  when  the  fol¬ 
lowing  (xindltlons  exist: 

1.  Pregnancy  or  suiqilclon  of  pregnancy. 

2.  Abnormalities  of  the  uterus  resulting  In 
distortion  of  the  uterine  cavity. 

3.  Acute  pelvic  Inflammatory  disease  or 
a  history  of  repeated  pelvic  Inflammatory 
disease. 

4.  Poet  partum  endometritis  or  Infected 
abortion  In  the  past  8  months. 

5.  Known  or  suspected  uterine  or  cervical 
malignancy  ln<fiudlng  unresolved,  abnormal 
"Pap”  smear. 

6.  Oenltal  bleeding  of  unknown  etiology. 

7.  Untreated  acute  cervicitis  until  Infec¬ 
tion  Is  controlled. 

Warnings 

1.  Pregnancy — a.  Long-term  effects.  Long¬ 
term  effects  on  tbe  offspring  when  pregnancy 
o(x:urs  with  (name  of  lUD)  In  place  are  un¬ 
known. 

b.  Septic  abortion.  Repents  have  Indicated 
an  increased  IncMence  of  septic  abortion  as- 
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BOClat«d  In  aome  InaUncw  with  Mptloemla, 
aapUe  shock,  snd  dsnth  tn  patleats  beoomlnc 
pregnant  with  an  lUD  tn  place.  If  cat  of  Cheee 
reports  hare  beM»  aasodated  with  the  mld- 
trlmeeter  of  pregnancy.  In  some  eeeee,  the 
Initial  symptoms  hare  been  Insidious  and 
not  easily  recognised.  If  pregnancy  should 
occur  with  an  lUD  in  place,  the  lUD  should 
be  remored  if  the  string  Is  risible  or.  If 
remoral  jwores  to  be  or  would  be  difficult, 
termination  of  the  pregnancy  should  be 
considered  and  offered  the  patient  as  an 
option  bearing  In  mind  that  the  risks  as¬ 
sociated  with  an  elecUre  abortion  Increase 
with  gestational  ase. 

c.  Continuation  of  pregnancy.  If  the  pa¬ 
tient  chooses  to  continue  the  pregnancy,  she 
must  be  warned  of  the  Increased  risk  of 
spontaneous  atxM'tlon  and  ot  the  Increased 
risk  of  sepsis.  Including  death  If  the  preg¬ 
nancy  continues  with  the  lUD  In  place.  TTie 
patient  must  be  closely  obserred  and  she 
must  be  adrlsed  to  report  all  abnormal 
symptoms,  such  as  flu-llke  syndrome,  ferer, 
abdominal  cramping  and  pain,  bleeding,  or 
vaginal  discharge.  Immediately  because  gen¬ 
eralized  symptoms  of  septicemia  may  be  in¬ 
sidious. 

2.  Ectopic  pregnancy,  a.  A  pregnancy  that 
occurs  with  an  lUD  tn  place  Is  more  likely 
to  be  ectopic  than  a  pregnancy  occurring 
without  an  lUD  In  place.  Accordingly,  pa¬ 
tients  who  become  pregnant  while  using  the 
lUD  should  be  carefully  evaluated  for  the 
poeslbUity  of  an  ectt^lc  pregnancy. 

b.  ^jeclal  attention  should  be  directed  to 
patients  with  delayed  menses,  slight  metror¬ 
rhagia  and/or  unilateral  pelvic  pain  and  to 
those  patients  who  wish  to  terminate  a  preg¬ 
nancy  because  of  lUD  failure  to  determine 
whether  ectopic  pregnancy  has  occurred. 

8.  Pelvic  infection.  Pdrle  Infection  may 
occur  with  the  lUD  In  place  and  at  times 
result  In  the  develc^unent  of  tubo-ovarlan 
abscesses  at  genwal  peritonitis.  Appropriate 
aerobic  and  anaerobic  bacteriological  studies 
should  be  done  and  antibiotic  therapy  Ini¬ 
tiated.  If  the  Infection  does  not  show  a 
marked  clinical  Improvement  within  2i  to 
48  hours,  the  lUD  should  be  removed  and 
the  continuing  treatment  reassessed  based 
upon  the  results  of  culture  and  sensitivity 
tests. 

4.  Embedment.  Partial  penetration  or 
lodging  of  the  lUD  In  the  endometrium  can 
result  In  difficult  removals. 

5.  Perforation.  Partial  or  total  perforation 
of  the  uterine  wall  or  cervix  may  occur  with 
the  use  of  lUD’s.  Hie  possibility  of  perfora¬ 
tion  must  be  kept  In  mind  during  Insertion 
and  at  the  time  of  any  subsequent  examlna- 
tUm.  If  perfcxatlon  occurs,  the  lOD  should 
be  removed.  Adheslcms,  foreign  body  reac¬ 
tions,  and  Intestinal  obstruction  may  result 
If  an  lUD  Is  left  in  the  peritoneal  cavity. 

PaxcAunoNs 

1.  Patient  counseling.  Prior  to  insertion 
the  physician,  nurse,  or  other  trained  health 
professional  must  provide  the  patient  with 
the  Patient  Brochure.  The  patient  should  be 
given  the  opportunity  to  read  the  brochure 
and  discuss  fully  any  questions  she  may  have 
concerning  the  IXTD  as  well  as  other  methods 
of  contraception. 

2.  Patient  evaluation  and  clinical  consid¬ 
erations.  a.  A  complete  medical  history 
should  be  obtained  to  determine  conditions 
that  might  Influence  the  selection  of  an 
lUD.  Physical  examination  should  Include  a 
pelvic  examination,  "Pap”  smear,  gonorrhea 
culture  and.  If  Indicated,  appropriate  tests 
for  other  forms  of  venereal  disease. 

b.  The  uterus  should  be  carefully  sounded 
prior  to  InsertliKi  to  determine  the  degree  of 
patency  of  the  endocervlcal  canal  and  the 
Internal  oa,  and  the  direction  and  depth  of 


the  uterine  cavity.  In  occasional  cases,  se¬ 
vere  cervical  stenosis  may  be  encountered. 
Do  not  use  excessive  force  to  overcome  this 
resistance. 

c.  The  uterus  should  sound  to  a  depth  of 
8  to  8  centimeters  (cm).  Insertion  of  an  lUD 
Into  a  uterine  cavity  measuring  less  than  6.5 
cm  by  sounding  may  Increase  the  Incidence 
of  expulsion,  bleeding,  and  pain. 

d.  The  possibility  of  Insertion  In  the 
presence  of  an  existing  undetermined  preg¬ 
nancy  Is  reduced  If  Insertion  Is  performed 
during  or  shortly  following  a  menstrual 
period.  The  ITTD  should  not  be  inserted  post 
partum  or  postabortion  until  Involution  of 
the  uterus  Is  completed.  The  Incidence  of 
perforation  and  expulsion  is  greater  If  In¬ 
volution  Is  not  completed. 

e.  lUD’s  should  be  used  with  caution  In 
those  patients  who  have  anemia  or  a  history 
of  menorrhagia  or  hypermenorrhea.  Patients 
experiencing  menorrhagia  and/or  metror¬ 
rhagia  following  TUD  Insertion  may  be  at 
risk  for  the  development  of  hypocdiromle 
microcytic  anemia.  Also.  TOD’S  should  be 
used  with  caution  In  patients  receiving  anti¬ 
coagulants  or  having  a  coagulopathy. 

f.  Syncope,  bradycardia,  or  other  neurovas¬ 
cular  episodes  may  occur  during  Insertion  or 
removal  of  lUD’s,  especially  In  patients  with 
a  previous  disposition  to  these  condUtons. 

g.  Patients  with  valvular  or  congenital 
heart  disease  are  more  prone  to  develop  sub¬ 
acute  bacterial  endocarditis  than  patients 
who  do  not  have  valvular  or  congenital  heart 
disease.  Use  of  an  TUD  In  these  paitlents  may 
represent  a  potential  source  of  septic  etnholl. 

h.  Use  of  an  lUD  in  those  plants  with 

acute  cervicitis  should  be  postponed  until 
proper  treatmMit  has  cleared  up  the  Infec¬ 
tion.  _ 

1.  Since  an  lUD  may  be  expeUed  or  dis¬ 
placed.  patients  should  be  reexamined  and 
evaluated  shortly  after  the  first  postlnaertlon 
menses,  but  definitely  within  8  naontbs  after 
Insertion.  Thereafter  annual  examination 
with  appropriate  medical  and  laboratory  ex¬ 
amination  should  be  carried  out. 

].  The  patient  Should  be  told  that  some 
bleeding  and  cramps  may  occur  during  the 
first  few  weeks  after  insertion,  but  If  these 
symptoms  continue  or  are  severe  she  should 
report  them  to  hw  physician.  She  should  be 
instructed  on  bow  to  check  after  each  men¬ 
strual  period  to  make  certain  that  the  thread 
still  protrudes  from  the  cervix,  and  she 
should  be  cautioned  that  there  is  no  con¬ 
traceptive  protoctlon  If  the  lUD  is  eiqielled. 
She  should  be  cautioned  not  to  pull  on  the 
thread  and  displace  the  lUD.  If  partial  ex- 


(2)  Labeling,  in  sufficient  quantities  to 
be  available  to  patients  who  express  in¬ 
terest  in  lUD’s.  shall  accompany  each 
lUD  (packaged  separately  from  the 
sterile  packaging) ,  be  made  available  to 
the  patient,  and  contain  the  following 
information: 

PATTEirr  Information 

This  brochure  provides  information  on  the 
use  of  Intrauterine  Contraceptive  Devices 
(lUD’s).  There  are  other  birth  control  meth¬ 
ods  that  may  be  suitable.  Before  deciding 
which  type  of  birth  control  method  to  use, 
you  should  read  this  brochure  and  have 


pulsion  occurs,  removal  is  Indicated  and  a 
new  TUD  may  be  inserted. 

k.  The  use  of  medical  diathermy  (short¬ 

wave  and  microwave)  in  patients  with 
metal-containing  lUD’s  may  cause  beat  in¬ 
jury  to  the  surroimdlng  tissue.  Therefore, 
medical  diathermy  to  the  abdominal  and 
sacral  areas  should  not  be  used.  . 

Aovxasx  RzAcnoNS 

These  adverse  reacrtlons  are  not  listed  in 
any  order  of  frequency  or  severity. 

BepM-ted  adverse  reactions  include:  endo¬ 
metritis,  spontaneous  abortion,  septic  abor¬ 
tion.  septicemia,  perforation  of  the  uterus 
and  cervix,  embedment,  fragmentation  of  the 
TUD,  pelvic  infection,  vaginitis,  leukorrhea. 
cervical  erosion,  pregnancy,  ectopic  preg¬ 
nancy,  difficult  removal,  complete  or  partial 
expulsion  of  the  TUD,  Intermenstrual  spot¬ 
ting,  prolongation  of  menstrual  flow,  anemia, 
pain  and  cramping,  dysmenorrhea,  back¬ 
aches,  dyspareunta,  neurovascular  episodes 
including  bradycardia  and  syncope  second¬ 
ary  to  insertion.  P«^oratlon  into  the  ab¬ 
domen  has  been  followed  by  abdominal  ad- 
heslcms,  intestinal  penetration,  intestinal 
obstruction,  and  cystic  masses  in  the  pelvis. 

DiaxcrioNS  Fox  Usx 

(TO  BK  SUFPLIZD  BT  MANUVACTUXB) 

Directions  for  use  shall  Include  the  follow¬ 
ing: 

l.  Insertion  technique. 

2.  Requirements  for  replacement  and  re¬ 
moval,  if  applicable. . 

Clinical  Studies 

Different  event  rates  have  been  recorded 
with  the  use  of  different  lUD's.  Inasmuch  as 
these  rates  are  usually  derived  from  separate 
studies  conducted  by  different  Investigators 
in  several  population  groups,  they  cannot 
be  compared  with  precision.  Purthermore, 
event  rates  tend  to  be  lower  as  clinical  ex¬ 
perience  is  expanded,  possibly  due  to  re¬ 
tention  In  the  clinical  study  of  those  patients 
who  accept  the  treatment  regimen  and  do 
not  discontinue  due  to  adverse  re€u:tlons  or 
pregnancy.  In  clinical  trials  conducted  by 
(name  of  sponsor)  with  the  (name  of  lUD), 
use  effectiveness  was  determined  as  follows 
for  parous  and  nulllparous  women,  as  tabu¬ 
lated  by  the  life  table  method.  (Rates  are 
expressed  as  events  per  100  women  through 
12  and  24  months  of  use.)  This  experience  is 
based  on  (number)  wcnnen/months  of  use 
including  (number)  women  who  completed 
12  months  ot  use  and  (number)  women 
who  completed  24  months  of  use. 


the  opportunity  to  discuss  fully  with  your 
doctor  any  questions  you  may  have  about 
the  lUD  and  other  methods  of  contraception. 

Pbeinsertion  Information 

WHAT  YOU  SHOULD  KNOW  ABOUT  THE  lUO 

lUD's  are  small  articles  of  various  sizes  and 
shapes  which  are  inserted  into  the  uterus 
(womb).  The  purpose  of  the  lUD  is  to  pre¬ 
vent  pregnancy. 

How  the  lUD  prevents  pregnancy  is  not 
completely  understood.  Several  theories  have 
been  suggested.  lUD's  seem  to  Interfere  tn 
aome  manner  with  the  implantation  of  the 
fertilized  egg  In  the  lining  (rf  the  uterine 
cavity.  The  lUD  does  not  prevent  ovulation. 


12  mo 

24  mo 

Parooa  Nulliparoua 

Parooa  NoIUparous 

Pregnancy . 

ExpalsloD . 

Medical  removal . 

Continnstlon  rate . 
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RULES  AND  REGULATIONS 


The  effectiveness  of  the  lUD  Is  measured 
by  the  pregnancy  rate  of  w<»nen  who  use 
It  and  the  rate  of  adverse  reactions  and  side 
effects  requiring  removal  of  the  IXTD. 

Use-Effectiveness 

Different  pregnancy  and  adverse  reaction 
rates  have  been  reported  with  the  use  of 
different  lUD's.  Because  these  rates  are  usu¬ 
ally  derived  from  separate  studies  conducted 
by  different  Investigators  In  several  popula¬ 
tion  groups,  they  cannot  be  compared  with 
precision. 

In  clinical  trials  with  (name  of  lUD), 

_ patients  completed _ cycles  or 

months  In  use.  The  Incidence  of  unplanned 

pregnancies  was _ per  100  woman  years 

or _ women  out  of  100  became  pregnant 

In  a  year  while  using  an  lUD.  The  Incidence 
of  adverse  reactions  requiring  medical  re¬ 
moval  of  the  lUD  Is _ per  100  woman 

years  or _ women  out  of  100  discon¬ 

tinued  using  the  lUD  for  medical  reasons. 

What  You  Should  Tell  Youb  Doctok 

Before  you  have  an  lUD  Inserted,  you 
should  tell  your  doctor  if  you  have  ever 
had,  or  suspect  you  have  ever  had,  any  of 
the  following  conditions  which  might  make 
the  lUD  unsuitable  as  a  method  of  contra¬ 
ception  for  you: 

Abnormalities  of  the  uterus  (womb) . 

Allergy  to  copper. 

Anemia. 

Bleeding  between  periods. 

Cancer  of  the  uterus  (womb)  or  cervix. 
Fainting  attacks. 

Heart  disease. 

Heart  murmur. 

Heavy  menstrual  flow. 

Infection  of  the  uterus  (womb)  or  cervix. 
Pelvic  Infection  (pus  in  fallc^lan  tubes) . 

Prior  lUD  use. 

Prior  uterine  surgery. 

Recent  abortion  cw  miscarriage. 

Recent  pregnancy. 

Severe  menstrual  cramps. 

Suspected  or  possible  pregnancy. 

Su^lcious  or  abnormal  “Pap”  smear. 
Unexplained  genital  bleeding. 

Vaginal  discharge  or  Infection. 

Venereal  disease. 

Adverse  Reactions 

The  following  adverse  reactions  and  side 
effects  have  been  reported  and  may  ooeur 
after  the  lUD  Is  Inserted : 

Anemia. 

Backache. 

Blood  poisoning  (septicemia) . 

Bowel  obstruction. 

Cervical  Infection. 

Complete  or  partial  expulsion. 

Cysts  on  ovaries  and  tubes. 

Delayed  menstruation. 

Difficult  removal. 

Embedment. 

Fainting  at  the  time  <rf  Insertion  at  removaL 
n’agmentatlon  of  the  lUD. 

Intermenstrual  spotting. 

Internal  abdominal  adhesions. 

Pain  and  cramps. 

Painful  Intercourse. 

Pelvic  infecticin. 

Perforation  of  the  uterus  (wcunb)  or  cervix. 
Pregnancy. 

Pregnancy  outside  the  uterus  (womb)  (tubal 
or  ovarian). 

Prolonged  or  heavy  menstrual  flow. 

Septic  abortion  (Infected  miscarriage)  fol¬ 
lowed  In  some  cases  by  blood  poisoning 
(septicemia)  which  can  lead  to  death. 
Spontaneous  abortion  (miscarriage) . 

Vaginal  discharge  and  Infection. 

If  you  decide  on  the  lUD  as  your  method 
of  birth  oontroU  read  the  following  Inftxrma- 
tlon  and  Instructlcms  carefully.  Please  keep 
this  brochure  so  that  yon  may  refer  to  tk 


If  you  have  any  questions,  consult  your 
doctor. 

POSTINSEBTION  INFORMATION 
DESCBIPTION 

(TO  BE  SUPPLIED  BT  MANUFACTURER) 

Description  shall  Include  the  following 
information. 

1.  Proprietary  or  established  name  of  the 
lUD. 

2.  Model. 

3.  Physical  dimensions  (size  and  shape). 

4.  Composition  (metal  or  plastic). 

5.  Color  and  number  of  the  tail  or  threads. 

6  Other  characteristics. 

Directions  For  Use 

1.  Checking  your  lUD.  A  tall  or  thread  Is 
attached  to  the  lUD  so  that  you  can  check  to 
see  If  It  Is  still  In  place  since  the  lUD  can 
(x>me  out  of  the  uterus  (womb)  without 
your  knowing  It.  This  occurs  most  often  dur¬ 
ing  or  right  after  a  menstrual  period.  _ 

Follow  these  steps  to  make  sure  your  TUD 
Is  In  place: 

a.  Wash  your  hands. 

b.  Assume  the  squatting  position  or  seat 
yourself  on  the  toilet. 

c.  Insert  the  Index  or  middle  finger  high 
In  vagina  and  locate  the  cervix  (mouth  of 
the  uterus  (womb)).  The  cervix  feels  firm 
like  the  tip  of  your  nose. 

d.  Feel  for  the  tail  or  thread  of  the 
lUD,  which  should  be  in  the  cervix  high  In 
your  vagina. 

e.  If  you  can  feel  the  tall  m  thread  It  Is 
likely  that  the  lUD  Is  In  place  and  work¬ 
ing.  You  should  not  pull  on  the  tall  or 
thread.  This  may  displace  the  lUD. 

f.  After  each  menstrual  period,  you  should 
check  to  make  sure  the  tail  or  thread  Is  In 
place  In  the  cervix.  You  may  check  for  the 
tall  or  thread  more  often  if  you  vrlsh. 

g.  If  you  think  the  lUD  has  come  out  or 
has  been  displaced  (l.e.,  you  cannot  feel  the 
tail  or  thread  or  you  can  feel  the  lUD  It¬ 
self),  use  another  birth  control  method, 
such  as  contraceptive  vaginal  foam,  cream, 
or  Jelly,  or  condoms  (rubbers),  until  you  can 
be  checked.  (These  alternative  methods  are 
not  as  effective  as  lUD’s.)  Call  your  doc¬ 
tor  tor  an  examination. 

h.  You  should  return  to  see  your  doct<w 
as  soon  as  possible  after  your  next  menstrual 
period,  after  insertion  of  your  lUD,  but  no 
later  than  3  months  after  insertion,  nils 
will  allow  the  doctor  to  make  sure  that 
the  lUD  Is  In  the  correct  position. 

1.  After  your  first  checkup,  you  should  be 
checked  at  least  once  a  year  by  your  doc¬ 
tor. 

2.  Continuation  and  removal.  While  you 
are  wearing  the  lUD,  you  may  use  tampons 
and  take  douches.  If  this  Is  your  usual  prac- 
tlce.  With  some  lUD’s,  you  may  wear  the 
lUD  Until  you  wish  to  become  pregnant. 
Chedi  with  your  doctor  concerning  this. 
You  should  return  to  your  doctor  If  you 
wish  to  have  the  lUD  removed 

Side  Efiwcts 

The  following  may  occur  during  or  after 
the  lUD  is  Inserted : 

1.  Some  bleeding  occurs  following  Insertion 
In  most  women.  Because  of  this,  your  doc- 
tar  may  choose  to  Insert  your  lUD  during 
or  at  the  end  of  your  menstrual  period.  This 
also  reduces  the  possibility  that  you  are 
pregnant  at  the  time  of  lUD  Insertion. 

2.  Bleeding  between  menstrual  periods 
tuually  In  the  form  of  spotting,  may  occur 
during  the  first  3  or  3  months  after  Insertion. 
The  first  few  menstrual  periods  after  the. 
Insertion  may  be  heavier  and  longw.  If  these 
eoodltlons  continue  for  longer  than  9  or  3 
months,  consult  your  doctor. 


3.  Pain,  usually  In  the  form  of  uterine 
cramps  or  low  backa<he,  may  occur  at  the 
time  of  Insertion  and  last  for  a  few  days. 
Simple  pain  medication  usually  relieves  the 
cramping. 

4.  Fblntlng  may  occur  at  the  time  of  Inser¬ 
tion  or  removal  of  an  lUD.  This  passes 
quickly  and  Is  not  usually  serious. 

6.  The  lUD  may  be  expelled  during  the 
first  two  or  three  menstrual  cycles  following 
Insertion.  Expulsion  Increases  the  risk  of 
an  unplanned  pregnancy.  Although  not  as 
effective  as  the  lUD,  the  use  of  a  second 
contraceptive  method,  such  as  a  contracep¬ 
tive  vaginal  foam,  cream,  or  Jelly,  or  con¬ 
doms  (rubbers) ,  is  recommended. 

Warnings 

1.  Call  your  doctor  for  any  of  the  following 
reasons: 

a.  Severe  or  prolonged  bleeding.  It  the  flow 
Is  heavier  and  lasts  mucfii  longer  than  your 
usual  menstrual  flow,  you  may  need  to  have 
the  lUD  removed  to  prevent  the  development 
of  anemia. 

b.  Pelvic  pain  and  cramps.  I^ils  could 
mean  an  infection  has  developed  requiring 
treatment. 

c.  Exposure  to  venereal  disease  (VD).  If 
exposure  to  venereal  disease  Is  suspected,  re¬ 
port  for  examination  and  treatment  prompt¬ 
ly.  Failure  to  do  so  could  result  In  serious 
pelvic  Infection  because  use  of  an  lUD  In 
Itself  does  not  prevent  venereal  disease. 

d.  Tail  or  thread  disappearance.  If  you 
cannot  feel  the  tail  or  thread  coming  through 
the  cervix.  It  Is  possible  that  the  lUD  has 
been  e;xpelled  or  displaced  or  that  perforation 
has  occurred.  If  any  of  these  has  occurred 
you  are  no  longer  protected  from  becoming 
pregnant.  Use  another  birth  control  method, 
such  as  contraceptive  vaginal  focun,  cream, 
or  Jelly,  or  condoms  (rubbers),  until  you  can 
be  checked.  (These  alternative  methods  are 
not  as  effective  as  the  lUD) . 

2.  Do  not  undergo  medical  diathermy  (In¬ 
cluding  shortwave  or  microwave)  treatments 
to  the  abdomen  or  lower  back  areas  If  you 
are  wearing  a  metal  lUD.  These  treatments 
may  cause  heat  Injury  to  the  surrounding 
tissues. 

Special  Warning  About  Pregnancy 
With  an  IUD  in  Place 

Some  women  become  pregnant  while  us¬ 
ing  an  IUD.  If  you  miss  your  menstrual 
period,  or  If  you  have  a  scanty  flow  during 
yoiH  period,  or  If  you  suspect  that  you  might 
be  pregnant,  see  your  doctor  right  away. 
Serious  complication  of  sepsis  (severe  Infec¬ 
tion)  ,  s^tlc  abortion  (Infected  miscarriage), 
and  death  have  occiured  when  a  pregnancy 
oontlnuee  wltti  an  IUD  In  place.  Most  of  tlie 
occurrences  of  these  serious  complications 
have  been  reported  In  the  middle  third  of 
pregnancy. 

If  your  doctor  confirms  that  you  arc 
pregnant,  he  should  remove  the  IUD  If  the 
tall  Is  visible.  Removal  of  an  IUD  In  preg¬ 
nancy  decreases  the  likelihood  of  serious 
complications. 

If  removal  of  your  IUD  proves  to  be  dif¬ 
ficult,  you  and  your  doctor  should  discuss 
at  that  time  the  question  of  continuing  the 
pregnancy  In  view  of  the  serious  complica¬ 
tions  that  may  occur.  In  reaching  a  decision 
as  to  whether  or  not  to  have  an  abortion.  It 
should  be  remembered  that  the  risks  aseo- 
clated  with  terminating  a  pregnancy  Increase 
with  the  length  of  time  you  are  pregnant. 

(3)  Any  device  IUD  that  Is  not  labeled 
as  required  by  this  section  and  that  Is 
either  Introduced  or  delivered  for  In- 
troductloD  Into  Interstate  commerce,  or 
held  for  sale  after  shipment  In  Interstate 
commoue  after  November  7, 1977  Is  mis- 
branded  pursuant  to  section  503  of  the 
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act  However,  an  lUD  in  the  possession  of 
an  Independent  wholesaler,  a  retailer,  or 
a  licensed  practitionn-  before  November 
7.  1977  is  not  misbranded  if  labeling 
required  by  paragraph  (b)  (2)  of  this  sec¬ 
tion  is  furnished  to  such  independent 
wholesalers,  retailers,  or  licensed  prac- 
titi(mer8  in  sulBcleiit  quantities  to  ac¬ 
company  each  device  in  th^  possession. 


RULES  AND  REGULATIONS 

Effective  date:  This  regulation  shall  be 
effective  November  7,  1977. 

(Secs.  301(g).  (h),  503.  SOS.  530(e).  701(a). 
53  Stat.  1041  aa  amended.  1060-1053  as 
amended.  1065.  00  Stat.  507  (31  UJ3.C.  331(g). 
(h).353,  355,  360J(e),  371(a) ).) 

Nora. — The  Food  and  Drug  Administration 
haa  determined  that  thla  document  does  not 
contain  a  major  proposal  requiring  prepara¬ 
tion  of  an  inflation  Impact  statement  imder 
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Executive  Order  11831  and  OMB  Circular 
A-107.  A  copy  of  the  FDA  Inflation  Impact 
Assessment  ta  on  flle  with  the  Hearing  Clerk. 
Food  and  Drug  Administration.  Rm.  4-66, 
5800  Flsh«B  Lane,  Rockville,  Md.  30857. 

Dated:  May  2. 1977. 

Donald  Kennxot, 
Commissioner  of 
Food  and  Dnios. 

[FR  Doc.77-1309e  FUed  6-»-77;8:45  am] 
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